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PROCEEDI NGS

M5. DI XTON: Good afternoon everyone.
Thank you for joining us for day 2 of the joint
wor kshop hosted by the Departnent of Justice and
the U S. Patens and Trademark O fice on Pronoting
| nnovation in the Life Science Sector and
Pronoting Pro-Conpetitive Col | aborati on.
Yest erday, the PTL hosted an excel |l ent program on
how patents and copyrights can facilitate
proconpetitive coll aboration. And today we focus
on conpetition and the antitrust aspects of
col | aboration and this inportant sector of our
econony including collaboration and COVI D 19
t herapeutics and vaccine. W wll hear from
governnents, industry, and academ cs on this
critical topic, and we encourage our audience to
send questions to our panelists or to our mail box
at ATR. |ifesci encewor kshop@iseoj . gov throughout
t he program

My nane is Jennifer D xton and |'m
Speci al Counsel for Policy & Intellectual Property

at the Antitrust Division and | wll be the Muster
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of Cerenony for the programtoday. |t is ny great
pl easure to introduce Assistant Attorney Ceneral
for the Antitrust Division, Mkan Del rahim who
has been in that | eadership role since Septenber
of 2017. And anong AAG Del rahim s many
credentials and vast experience in both

i ntell ectual property and antitrust |aw, he hol ds
a master's degree in Biotechnology fromthe
graduat e school of Johns Hopkins University and is
very famliar with all the issues that we'll be
tal ki ng about today. So w thout further delay, |
wi Il turn the podiumover to AAG Del rahimfor sone
openi ng remarks. Thank you.

MR. DELRAHHM Well, | wll repeat al
the nice things |I've said about you Jennifer. |
wanted to thank you for covering this today and
for all the work that you have done along with our
friends at the Patent and Trademark O fice to nmake
t hese two days possible and go as snoothly as
possi bl e gi ven the pandemic. Good afternoon to
all of our colleagues who are tuned in. On behalf

of the Departnent of Justice along wth our
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partners at the U S. Patent and Trademark O fi ce,
| want to wel cone you to the second day of the
wor kshop on Pronoting | nnovation Through Life
Sciences. |I'mlooking forward to today's
excellent tinme |ineup, which follows on a
fantastic set of presentations and panelists
yest er day.

| want to start by thanking Dr. Elias
Zer houni for agreeing to deliver our keynote
speech this afternoon. As the 15th director of
the National Institutes of Health, Dr. Zerhouni
establ i shed a bold strategic roadmap for nedical
research that insured the NIH, and thus the United
States remai ned an international |eader in
researching and devel oping |ifesaving nedicines.
As an inventor hinself, an academ c at the
forefront of research, and a business | eader, |
could not think of a better speaker to participate
on these inportant issues today. W're lucky to
have hi mhere to di scuss these topics and we'l|l
| ook forward to listening to himlater this

af t er noon.
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Now is a fitting tinme to discuss
I nnovati on, coll aboration, and conpetition in the
life sciences sector. As we speak, people around
the world are undertaking an incredible effort at
hi storic speed to devel op safe and effective
treatnments and vaccines for COVID- 19. Their work
Is a remnder that innovation in the |ife science
sector is not just inportant in theory. It is
I nportant in practice. It shapes how we can
respond to and recover fromcrisis. Today, about
half of the world's research and devel opnent for
new drugs is funded by U S. firns. For many,
t hese drugs are an essential part of their
everyday life. For many nore, the research and
devel opnent pipeline offers hope for the future,
hope to live to see that grandchild, of hope to
see the daughter's weddi ng, or hope to see the
next graduati on.

Count ne anong those with hope and
optimsm | believe breakthroughs in genetic and
gene therapies wll pave the way for drugs that

treat or cure diseases like cystic fibrosis,
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di abetes, or perhaps even cancer. Artificial

i ntelligence and nachi ne | earning as well as
advances in nolecular biology will help to

accel erate these breakthroughs. Breakthroughs in
conputi ng technol ogi es are openi ng up new
frontiers in the life sciences as well as they
have in sone many other fields. These

br eakt hroughs are not inevitable, as this audi ence
knows full well. They depend critically on

I nnovators' incentives to take risks, to invest

val uabl e tine and resources in uncertain
endeavors. Every good researcher is a risk taker.
They have to be. They enbark w t hout know ng
where their work will take them As Al bert
Einstein put it, "If they knew what it was, they
were doing, it would not be called research, would
it?"

As so many of the presenters and
panel i sts noted yesterday and Director Yeh who
articulated well. Intellectual property rights
are a critical tool for encouraging this type of

risk taking. Their remarks echo what our
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country's founders al so understood that strong
i ntell ectual property rights are critical to an
I nnovati ve devel oping society. That is why
patents and copyrights are nentioned explicitly in
the U S. Constitution under an anmendnent in the
Constitution itself. Abraham Lincoln, the only
President with a patent to his nane so far,
understood this as well. He explained in 1858
that patents, "Add the fuel of interest to the
fire of genius". Intellectual property rights
I ndeed add fuel to the innovative creative fire.
| n doing so, they also encourage critical
conpetition. As Justice Scalia explained, the
prom se of a limted nonopoly, "is an inportant
el enment of the free market systen’ that antitrust
| aw protects because it, "induces risk taking that
produces i nnovation and econom c growth". Thus,
as |'ve said many tinmes before, intellectual
property law and antitrust law work in tandemto
encour age i nnovati on and dynam c conpetition.

Col | aborati on can al so encour age

I nnovation and conpetition. For exanple, this
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antitrust division recently issued a business
review | etter analyzing the collaboration between
conpani es who wanted to share information about
their ability to manufacture nonocl onal anti body
treatnment for treating COVID. Wbrking together,
t hese conpanies wll be able to scale up
manuf acturing nore rapidly. That neans |ifesaving
nmedi cine making it into the hands of Anerican
consumers sooner.

Because these conpanies commtted
| nportant safeguards |ike not exchangi ng
I nformation about price of the treatnents or the
| nput that they use, Anerican consuners get these
benefits faster wi thout sacrificing conpetition.
To be sure, sone coll aborations can harm consuners
by suppressi ng conpetition or inpeding innovation.
For exanple, sone firns use joint ventures or
col | aborations to conceal efforts to actually fix
prices or allocate markets or avoid having a
nmerger subjected to antitrust scrutiny. In these
cases, we wll not hesitate to enforce the

antitrust |laws. Col | aboration should provide a
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benefit to consuners including saf eguards as
appropriate and have a co-conpetitive objection.

Di stingui shing between col | aborations
t hat benefit consuners and those that nearly nmask
anticonpetitive conduct is and will be a difficult
task. It is also a famliar one for the division.
Wor kshops like this help us find the right bal ance
I n our enforcenent activities to ensure maxi mum
i ncentives for innovation. They also provide
transparency for the public for the researchers
and the investors so that they could properly
engage in the activities that benefit consuners.
| ook forward to our discussion today and to
heari ng nore about how enforcers, life science
conpani es, and ot her stakehol ders can work
together to get it right. Co-conpetitive
col l aborations |ike bal anced intellectual property
rights play a vital role in fueling innovation in
|ife science sector. That innovation is as
| nportant now as ever. And the U S
conpetitiveness relies on strong intellectual

property rights. W nust ensure that we provide
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t he maxi mum i ncentives for innovation including in
the |ife sciences.

Now, it is ny privilege to invite
Director lancu and Judge O Malley of the U S
Court of Appeals for the Federal Circuit to join
me in our virtual "fireside chat". Judge O Mill ey
has contri buted greatly to the devel opnent of
patent |aw during her years on the bench, a period
mar ked by significant innovation and technol ogi cal
devel opnent in which our IP law system play a
critical role. She has trenendous experience
relating to the issues we are here to discuss
today, and |I'm honored that she is -- she was able
to join us. Thank you. I'Ill turn it over to you,
Jennifer, to nmake the appropriate introduction.

M5. DI XTON: Thank you, Makan. W're
very excited to have Judge O Mall ey here as Mkan
said to help noderate this fireside chat this
afternoon and we're very pl eased that Director
| ancu and both AG Del rahi m can be here to talk
about sone of the issues that we'll address today

and just begin our day -- start the day off right.
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So thank you very nuch, Judge O Mall ey for being
here and | will turn the podiumover to you to
start the first question and I 1ook forward to
heari ng. Thank you.

M5. O MALLEY: Thank you. | want to |et
everybody know that | have been invited by
Assi stant Attorney CGeneral Delrahimand Director
| ancu to use their first name, so | do so based on
that invitation and -- but with all due respect
for their positions and the inportant roles that
they play. So let ne -- let ne start with you,
Andrei, and I'mgoing to pick up on the risk
t aki ng conponent that -- that Makan referenced in
hi s openi ng renmarks.

| know that the U S. PTO has taken steps
to help small conpanies across all industries to
be nore confortable with the patent systemand to
be willing to take the risk with respect to
I nnovati on knowi ng that they can turn to the
patent system Can you tal k about sone of what
t hose steps have been?

MR I ANCU. Sure. Thank you, thank you

Ander son Court Reporting -- 703-519-7180 -- www. ander sonreporting. net
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very much and really an honor to be here with you,
Your Honor, and with Makan, always great to -- to
col | aborate on events |ike these and so many
policy issues surrounding the interception of IP
and antitrust. Yes, look, patents are so

| nportant obviously as being the head of the
patent and trademark office, so you'd expect ne to
say that. But | happen to believe it to be the
case as Makan nentioned in his opening remarks,
patents really play a pro-conpetitive role. They
obvi ously incentivize innovation. They invite the
di scl osure of innovation, and they create
financial instrunents that allow a transfer of
technology fromlab to narket and so nmany ot her
avenues. But before we get into all of that, you
know, the specific question you asked, Judge, was
Wi th respect to small conpani es.

Patents are especially inportant for
smal | conpanies. (Qbviously, they don't often have
t he market power, the clout, and you know, nany
tinmes a patent is the only tool they have to be

able to protect their technol ogy and penetrate a
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particul ar market. W have studies that show that
for a startup, obtaining its first patent

I ncreases its enploynent growth over the next 5
years by a remarkabl e 36 percentage points. And
the growmh in sales actually is even |arger than
that. So that just tells you. So, at the PTO we
-- we're very much focused on that and naking sure
that we make this avail able and assessible to all,
| think particular to snmall conpanies. U S., for
along tine, is one of the very few countries that
provi des the significant discount for small entity
applicants, for exanple.

But right now we need to focus on this
pandem c. W have done a whol e nunber of -- we've
provi ded a whol e nunber of initiatives to help
smal | busi nesses in particular, although sone of
them are applicable to others, but for snall
busi nesses in particular, for exanple, for them
al one we have provided an expedited exan nation
process, both on the patent and the trademark side
for applications relating to COVID-19. On the

patent side, we promse to get the patent out
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within six nonths or get the resolution out in six
nonths if the applicants thensel ves cooperate. W
have created a licensing platform W call it
Patents for Partnerships and you can see it on our
website where folks with patents or published
patent applications can |list those assets
voluntarily on our website and indicate their

avai lability for licensing, and those who want to
manuf acture or are |ooking for new technol ogi es
relating to COVID- 19 can search and identify --

i dentify those things as well.

You know, we've extended deadlines and
pushed the paynents of fees for many, especially
smal | busi ness and i ndividual inventors under the
CARES Act fromearlier this year. And let ne stop
there, but we have a whole host of initiatives
relating to COVID-19 to enable the accel erati on of
I nnovation in this area and you can see it's al
at USPPP. gov at one of our dedi cated websites.

M5. DI XTON: Thank you. Al right,
Makan, you, in your talk, represent the founders

and the founders' vision. | have heard you on
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many occasions refer to Madison's vision. His
vision was a denocratic vision of IP rights
because he believed it was the small innovators
that were going to be the future of our country.
So how | should stick with the theme here about
smal | busi nesses, what resources do you have at
the Justice Departnent to help small businesses
navi gate, you know, not just the patent system
but navigate the -- the conplication of the
antitrust systemas well?

MR. DELRAHI M Thank you, Judge, for the
question, and | often refer to two of ny heroes,
bot h Janes Madi son and Robert Jackson often in
tal king about antitrust and al so the proper role
of antitrust where its limts are. At the
Division, we at the Antitrust D vision and our
friends at the Federal Trade Conmi ssion, we try to
expl ain how we approach enforcing the antitrust
laws in this area. W have the joint guidelines
that we have issued on intellectual property that
have been updated over the years and is avail abl e

on our website. A lot of tinmes we also provide
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gui dance to provide as nmuch transparency into our
enforcenent priorities and approach through sone
speeches and nore recently through a program where
we file amcus briefs into the proper
interpretation of the law. In various private
cases we have -- | think filed maybe 26 or 27 or
so statenents of interest and am cus briefs around
the country on various issues including on
i ntell ectual property and the proper rol e of
antitrust.

For a ot of the small businesses and
ot her, even | arge busi nesses, we al so have anot her
tool that has becone a little bit nore prom nent
and utilized since the COVID is the business
review | etter process. That is when businesses
want to engage in certain types of activity,
whether it's a joint venture or a new marketing
canpai gn or a new busi ness nodel. They can apply,
wite to us a letter and ask what our enforcenent
obj ectives are. W will evaluate that. And the
Li fe Sciences area, at beginning of the COVID

pandem c, | announced expedited process, typically
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t hese take about 9 nonths or so to eval uate and

I ssue a letter either positive or -- or otherw se
about our enforcenent objectives. And what we did
was commt to 7 days and we have, | think, issued
three or four now including one on the

t herapeutic, the nonoclonal antibody, by a nunber
of conpanies to engage in coll aborative -- in a
col | aborative effort. And we m ght suggest
certain safeguards and often those m ght have sone
value in future litigation and private cases
because we provide an analysis of how that -- that
type of proposed activity should be interpreted
within the antitrust |laws. So, the nobst inportant
goal for us is to be as transparent as possible
for the innovators out there, and in addition to

t hat, advance the proper role of antitrust |aw,
where we can do that wthin the various cases.

So, we have you know, the guidelines, the

col | aborati on gui delines, the business review

|l etters, and then sone of our speeches in public
vi ol ence that provide sone tools, provide

t ransparency.
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M5. DI XTON: Makan, as a follow up, | --
you know, you realize of course that -- that sone
of your amcus filings and -- and statenents of
I nterest have been getting a lot of attention
| ately. |s that practice either new under your
| eadership or has it expanded, or is your use of
it inIP different than what occurred in the past?

MR. DELRAHHM So it's not new. It is
-- it's certainly expanded. So Congress, you
know, has given the Justice Departnent and the
Attorney General to see that the | aws, where we
have an interest, are enforced properly in the
courts and interpreted. And so we have the right
to enter into various private cases. To do so, in
t he past we have been invited on tough issues,
often at the Suprene Court, but | renenber when |
was a deputy 15-16 years ago, the Second G rcuit
had asked of the views of the governnment to enter
in. \What | thought was useful given the fact that
there wasn't as nuch governnent litigation;
however, unli ke other areas of the |aw, what we

enforced as antitrust enforcers is the sane exact
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| aw that the private sector litigates and a

m sinterpretation or you know, an inproper
Interpretation of that law has a direct inpact in
our enforcenent capabilities. You know, outside
of our crimnal enforcenent capabilities, but the
civil, the sane exact |aw and we're bound by those
precedents. | thought it was inportant for us to
weigh in earlier than just at the Suprene Court.
And so when | first joined in "17, | renenber in
Cct ober there was 27 or so judges at University of
Chi cago at a conference, and | suggested that |
bel i eve we are going to be nore active in ensuring
that the prop -- the antitrust |aws are property
interpreted earlier. And | say, 8 or 9 different

j udges, Court of Appeals and D strict Court cane
to nme and said, "This is a God send", you know.

We very nuch appreciate it when the Justice

Depart nent you know, comments on these because you
know, the nunber of resources we have are limted
and sonetinmes these are very conplex issues and
you have two dianetrically opposed parties saying

two different things. And | said, you know, we
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hope to be hel pful, to always prom se to be

obj ective, and what we think it is. So we have, |
think dramatically expanded the nunber of filings
we have done. And it's not just been on

i ntell ectual property. |It's been on various areas
of immunities fromthe antitrust |aws, whether
statutory or inplied inmmunity that often

def endants woul d advance. And |I'd say, you know,
hal f of our filings have been in the proper
Interpretation of an imunity. So it's not overly
broad that affects us. So that is -- it has been
-- it's had -- the other effect has been, it has
provided for a | arganente of opportunities for the
Division's antitrust appellate section |awers so
t hat they have been able to not only hone their
skills, but we've been able to recruit nore and
better attorneys that in the past because we did
not have as many argunents, we would not attract.
So it's -- it's had an institutional positive
effect, and then I think in the court system and
| -- 1 forget we -- we -- we do have internally,

we keep a score of how well we have done in the
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various filings, but I think those that have
reached final judgenent, we mght be | think, 18,
1 and 1 as far as our record, as far as the you
know, the analysis. W never file on either side
of either party. |It's always in support of
neither party, but here's the proper analysis.

M5. DI XTON: Andrei --

M5. O MALLEY: In addition to -- to
engaging in intervening in cases and filing am cus
briefs at the PTO one of the things |I've been
nost inpressed with is your tireless willingness
to speak to many organi zations and to spread
| nportant nessages about the inportance of IP, to
not just life sciences, but to all innovation.
Wth respect to prograns |like this and other talk,
what's the primry nessage that you want to get
acr oss?

MR, | ANCU. Well, nunber one, that
I nnovation is critically inportant to the United
States, to the U S. Econony, and to the well
bei ng of humanity in general. Innovation has been

the driving engine of -- of economc growh and
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human devel opnent especially since the foundi ng of
this country and the inclusion of IP rights in the
constitution itself. | think everybody generally
agrees with that, but | think in today's world
it's especially inportant to highlight the

awar eness of the inportance of innovation because
especi all y nowadays, we have conpetition on this
front fromeverywhere in the world, fromthe
smal | est countries to the |argest and everyone in
between. And sone of that conpetition, by the
way, is not all that (inaudible). So refocusing
and rededicating this nation to innovation, to ne
I's one of the nost inportant things.

As | said, nost people agree. But the
second point that | think is equally inportant and
an area where perhaps not everyone agrees is the
| nportance of intellectual property as the
backbone of that innovation ecosystem So to ne,
this was one of the nobst inportant areas to focus
on since | got here, and | know Makan's doi ng the
same fromthe Antitrust D vision, and there are

others in the admnistration as well enphasi zing
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that P rights, a strong reliable IP systemis the
critical engine to create that innovation that we
absol utely need, especially at this tinme given
I nternational conpetition and especially as we
| ook forward to the technol ogies of the future.
So, those are sone of the main reasons |
-- | try to speak a lot, one of the main nessages
| try to communicate. And then finally, to find a
way to reach nore people, to excite nore folk
across the denographi cs and across the geography
of the United States, to get into this fantastic
system to becone inventors, becone entrepreneurs,
and get involved in the IP ecosystem So we want
to broaden the I P ecosphere. W want nore wonen
to participate, nore mnority folks to
participate, folks fromcomunities |ocated far
away fromthe current tech centers. And to ne,
peopl e need to hear about the benefits of the
systemto thensel ves personally, to their
conpanies, to their communities, and to the
country. And they need to find role nodels and

nmentors. So the nore we speak about these things,
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about the excitenment of innovation, about the
great Americans who have cone before them that
they can | ook up to them and see thenselves in
them The nore we nake fol ks aware of this
amazi ng sphere of innovation in this country, |

t hi nk the higher the chance we have as a nation to
be nore inclusive in this -- in this spectrum

M5. O MALLEY: As a follow up to that,
Andrei, there's a lot of talk right now that IP
rights should just be thrown to the side during
the whole fight, the COVID fight. So why is it
I nportant that we protect or respect IP rights
even during a pandem c?

MR IANCU. Well, it's always inportant
to respect IP rights and I would say actual ly that
it's perhaps even nore inportant to do it during a
time of crisis. You know, here's why. There are
many reasons, but here is the -- the -- in ny
m nd, the main reason. The reason we are able to
tal k even about a vaccine in a matter of nonths
and the reason that we can tal k about treatnents

and cures and whatnot in a natter of nmonths is
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because of all the incredible innovation that has
taken place to date, especially in the life
sciences area. That innovation is very risky,
very costly, and very tinme consumng. Wthout IP
rights, it is very difficult in the long-run for
folks to invest the necessary tine and resources
in order to have a robust |ife sciences, biotech,
and so on, system and to lead the world as we do
as a nation in this area of technol ogy.

But, if those IP rights on which al
that innovation was built are not respected,
precisely at the tinme when they are needed, what
wi Il incentivize the inventors of the treatnents
and the inventors of the cures for the next
pandem ¢ and the next crisis down the [ine? W
have to have a very firmeye on nmaking sure right
now in the mddle of this pandem c that we bal ance
of course the protection of the property rights of
the innovators and the access of the public to the
various cures and treatnents. At the sane tine,
we nust have our eyes firmy on the crisis of the

future to nake sure that we don't desensitize the
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future inventors that we'll absolutely need
because | amcertain as certain can be that there
will come a crisis at sone point after the crisis
I s sol ved.

Let ne | eave you with this. Sone people
do talk about let's put P rights to the side
because we need to focus on access and IPis
acting as a -- as an inhibitor or as a block to
access and to the distribution of -- of -- of
medi ci nes and cures and whatnot. \Wenever
sonebody says that, | would ask where's the
evi dence? Before you nake these clains, show us
the evidence that in fact, IP rights are bl ocking
access right nowto -- to COVIDrel at ed
technol ogi es. Show us the evidence that sonebody
-- sonebody wanted to nake a new vaccine and is
ready to nmake a new vacci ne, but they just can't
because sonebody else is asserting the patent
ri ghts against themand they are refusing to give
a license. To the contrary, the evidence to date
shows that the collaboration with respect to this

pandem c i s unprecedented and the col | aboration
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bet ween the various (inaudible) and the public,
bot h donestic but also internationally is -- is
remar kabl e and fol ks are acting voluntarily in a
variety of ways fromvarious creative |icensing
deal s, and other collaborative tools to nake sure
that we get the cures and treatnents and vacci nes
in record tine. W have to nmake sure that there
I's a bal ance, but any such di scussi on nust be

evi dence- based.

M5. DI XTON: Al right, Makan, 1 know
you' ve already tal ked about efforts that you've
made to endorse col laboration and 1'Il |et you get
back to that if you'd like, but | wanted to turn
to one thing about your background. | know you
probably realize that many in the IP arena were
very happy with your appointnent because --
because of your background. So can you tell us
how your background in life sciences and | P has
hel ped col or your vision or inpact your vision for
the job that you' re doing now?

MR. DELRAHHM Yes. Well, thank you. |

-- I"'mproud to in addition to being an antitrust
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| awyer, | actually started out as a patent | awyer.
| canme out to the East Coast having studied
physi ol ogy i n undergrad. You know, a little
confused, not know ng what | wanted to go to the
nmedi cal school route or -- or -- | really didn't
have any plans to be a lawer. But as | studi ed,
what fascinated ne in undergrad was this big
fight, two big patent fights that went all the way
tol think one of themto the Suprenme Court. One
was Angen versus Chugai (phonetic) Pharnmaceuti cal,
and it dealt with you know, an infringenent over a
certain cell lines, which | think becane their

bl ockbuster drug, Epogen, at the tinme. Now, Angen
was founded by sone UCLA grads where | was and the
headquarter was just down the street from where |
grew up, so | was naturally glued to it and | in
fact began followi ng those headlines. | was
really fascinated by the intellectual property
laws. So | cane out to becone a patent |awer and
started working at the NNH s Ofice of Technol ogy
Transfer doing licensing of the governnent funded

patents when | went to |aw school at night. So
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|*ve had this fascination with intell ectual
property, but particularly in the life sciences
since the beginning. Through sone work |I began to
fall in love wwth antitrust and switched out. M
friend, Professor Mark Lindley at Stanford did the
exact opposite thing, which just shows his |evel

of intelligence, is that he started out as an
antitrust | awer and becane a patent |awer and
probably did a heck of a |ot better financially
than | did during a tinme when patents becane a
good area to practice. But |'ve had this |ove of
both and where folks say they're in conflict, |I've
al ways seen the fact that the two are such great
conplinments of each other. And I |oved, and
there's no place, | think no institution of

nmedi cal research that is nore inportant than the
Nl H and the work that the scientists at the NI H
do, | nean obviously Dr. Fauci has becone a cold
figure these days unfortunately, but | renenber
during the AIDS crisis he was al so a Rockst ar

then. And of course, Dr. Zarhouni, who was one

of the inventors of the way we do bi opsies today
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and these are fol ks who sonetines nay not be as
popul ar as you know, Jay-Z and LeBronn Janes and
Ki m Kar dashi an, but ny goodness, the effect that
t hey have on all of our lives and the work that
goes on at the NIH and the intellectual property
| aw that all owed for the actual devel opnent of the
basi ¢ research that goes on, are fascinating. And
| saw firsthand the value of it, so |'ve had this
-- just a nerdy fascination with both sides and
|"m proud to actually be a registered patent
| awyer until Andrei takes that away fromne for
bei ng unqualified to do so. (Laughter) So it's
been a -- it's been an honor to do what |'ve done.
MR. | ANCU. | have great plans for you,
Makan. You know, Thomas Jefferson when he was
Secretary of State, was also the first Exam ner of
Patents for the United States? And now | earni ng
that you actually have a PTO registration, we're
going to start sending you sone files for you to
examne in your spare tine over there at the DAQJ.
MR. DELRAHI M  Thanks so much, we're

happy to hel p.
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M5. O MALLEY: Sadly, we only have a few
mnutes left. | could have -- | could go on with
this for quite a while, but -- but let ne just
finish up with this question you nake. And you
nmenti oned technology transfer. Wat's the
Antitrust D vision's view of pooling and
technol ogy transfers and |icensing?

MR. DELRAHIM The -- the transfer of
t hose who aren't (inaudible), there was a period
of time where antitrust |aw and enforcenent | ooked
-- frowned upon the type of activity such as field
abuse restrictions and the licensing or pooling of
patents and we | earned, you know, that actually
t hose were very pro-conpetitive and consuner
enhancing limtations. So we have, you know, wth
now experience and al so enpirical evidence through
decades, we view those as coll aborative efforts
that actually benefit consuners. It renoves a | ot
of the friction for transaction and exerci sing
patent rights and so there's a -- there's a -- |
t hi nk those go hand in hand as a part of the way

to actually effectuate the fruits of the
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I nnovation that the patent |aws incentivize. And
antitrust laws ensure that there's conpetition, so
we certainly do not want to take, you know -- the
antitrust laws still frown on certain |licensing
practices that for exanple disincentivize new
research |ike exclusive grant backs and things
like that. And also licensing where it limts you
know, price conpetition or quality or innovation
conpetition. However, when there is a pooling of
patents for conplinentary technol ogies, we very
much now | ook favorably upon those. W have
| ssued gui delines specifically you know, in this
area, for both collaborations and poolings, and
al so i ssued a nunber of business review letters in
this area on standard setting and pooling that
shows the analysis that we go through to determ ne
the legality of it. But as a general matter, we
very much view those as the types of
col | aborations that have a pro-incentive effect
and you know, not as limted as used to be in the
60s and the 70s.

M5. O MALLEY: Ckay, Andrei, |'m going
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to give you the final mnute if there's a final
word that you would |ike to share with all of us
in terns of where we go fromhere with the rest of
this progranf

MR, | LANCU. Well, with respect to this
programin particular, today is DQJ's day to run
and focus on with respect to the cross section of
antitrust and IP. | amvery grateful for Mkan's
| eadership and his teamat the Antitrust Division
for working wwth us on a programlike this. The
bottomline is that I P and i nnovation are
critically inportant, and we want these two days
to focus on the inportance of that as we all work
as a nation and frankly as an entire planet to
solve this pandemic. And | agree with Makan's
openi ng statenent that | amvery optimstic, as he
I's, that given the ingenuity of our people and the
I ncredi bly hard work that everyone is putting into
this, we wll get to -- to a solution soon and we
w Il soon be able to have neetings like this once
again in person and who knows, maybe even

(i naudi bl e) maybe even shake hands once again. So
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t hank you, Your Honor, for noderating us and for
agreeing to be with us and | think you, Mkan, and
your whol e team

M5. O MALLEY: Well, thank you folks. |
know that you're going to -- you can just inagine
the silent applause that you're getting but thank
you all. [It's been a pleasure.

MR. DELRAHI M  Thank you, Your Honor.

M5. DI XTON: Thank you, Judge O Mall ey
for noderating this great discussion. Thank you,
Director lancu. Thank you, Assistant Attorney
General Delrahimfor the discussion today and we
| ook forward to a wonderful program going forward.
| really appreciate the terrific start to our day
and the insightful exchange. So thank you for al
being wwth us today. |'d now like to introduce
Davi d Lawence, the Chief of our Conpetition
Pol i cy and Advocacy Section who is planning to
gi ve us a short overview of our programtoday,
what to expect, and he's going to go ahead and
I ntroduce our first program our first panel.

Thank you.
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MR. LAWRENCE: Geat. Thank you,
Jenni fer, and can you hear ne?

MR. DELRAHI M  Yes.

MR. LAWRENCE: Okay, great. So it is --
t hank you so nuch, Jennifer, and as she nenti oned,
| ' ve been asked to sort of set the table here
today. | think I know why Jennifer asked ne to do
t hat because as the Chief of the Policy Section,
we' ve now done five of these workshops this year
and | can say credibly in that role that this
afternoon's programis as interesting and brings
I n as many expert people in as tinely a situation
as any that we've held, and we've had sone
terrific panels, but you know, for those of you
who found the remarks we just heard incredibly
interesting, | know !l did, there's nuch nore to
cone this afternoon, so | encourage you to stick
around.

| also -- | saw it inportant -- you know
we tal k about innovation and intellectual property
and these are big concepts, but just to ground the

conversation, you know, | always think about ny --
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my childhood. | was the son of an inventor and a
patent holder in the biotech space. M nother is
a researcher, so | was toddling around under that
bench on which all the equi pnent was arrayed while
she was busy inventing. And sonmething | didn't

t hi nk about then was how did that equi pment get
there? M croscopes, caneras, |enses, all of the
tool s of innovation, these are hard for inventors
to get ahold of, and the -- to nake the tine to
make an invention is difficult to take, and what
we tal k about | think when we talk about the
patent system and the antitrust system is

I nnovation. How do we support the innovators?
How do we keep themthere? And | think there are
two answers to that question that are going to be
very inportant this afternoon.

One of themis the free market. W
don't take a natural planning approach to this.
W rely on the free nmarket to drive those
resources to where they need to go. The other of
course is the patent systemallow ng the

researchers and innovators to get the rewards for
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the work they do. And those two concepts drive at
what we're going to talk about this afternoon,
which is the col |l aboration and conpetition anong
researchers, which | think, as you'll see laid out
in the panel, is anong the nost fascinating and
chal | engi ng concepts in the antitrust |aw.

So one of our goals in the antitrust |aw
Is of course conpetition. Conpetition is the
nature of science. You're looking to find that
next invention first. You -- you're in a --
you're in a basic conpetition with the other
I nnovators. On the other hand, it's a
fundanental ly col | aborative enterprise. You don't
have peer review w thout peers. You don't bring a
conplicated product to nmarket w thout sonetines
generations of scientists building on each other's
work. That's the nature of the enterprise. And
so when we think about that out there in the
mar ket, we want our innovators working together.
We want innovative firnms working together. But on
t he other hand, we don't want their conduct to

cross over into the kind of anticonpetitive
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col l usion that causes the free market to break
down. And that intersection, | think it's fair to
say, is one of the nost fascinating and inportant
areas in the antitrust laws. So that's what we're
going to work through today.

The first panel is really all about
col | aboration. W have Deputy Associ ate Attorney
Ceneral, Brian Pandya, as the noderator. |'Il|
allow himto introduce sone of the esteened folks
we have on his panel, but we'll have
representatives fromthe private sector, the
public sector, the nonprofit sector, and the
education sector to tal k about collaboration in
this space. Then in our, the next panel, which is
the sixth of the overall series, we'll tal k about
the governnent's role in all of this. How can
gover nnment, whether the Patent Ofice's role or
t he Departnent of Justice, or Federal Trade
Conmmi ssi on, how do our efforts I end the nost
support to what -- to the conpetition and
col | aborati on we expect to see out there in the

mar ket? And we'll have another terrific
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noder at or, Deputy Assistant Attorney Ceneral, Al ex
Okuliar, to help us wal k through that with a great
panel that includes one of our colleagues fromthe
Federal Trade Conm ssion, Al den Abbott.

For panel 7, the third panel today,
Jennifer, we'll turn back to you and wal k through
exam ni ng anticonpetitive effects, you know -- |
did a quick hand gesture to say, well we don't
want the collaboration to turn into
anticonpetitive collusion. There's an awful | ot
that goes into figuring out whether that had
happened and where those |ines are, and Jennifer
Is going to help with a terrific panel to wal k
t hrough sone of those issues.

And then before our |ast panel, and |
want to put a marker down for those of you who
wat ch sone and tune in and out today, at 4
o' cl ock, we have a keynote speech fromDr. Elias
Zerhouni. O course, he needs no introduction as
a former Director of the Nation Institutes of
Heal th, and you heard from AAG Del r ahi m what an

esteened voice he is in this space. And so |'m
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personal ly, particularly looking forward to his 4
o' clock remarks. And finally, we'll end the day
wi th an econom c and academ c vi ew of
col | aboration and conpetition, these contexts,
noder at ed by one of the Departnent's own PHD
Econom st, Patrick Greenlee. So, as | said, it's
just a terrific programwe have today. |[|'mvery
excited to have a wonderful |ineup of panelists
and panels, and | hope you all enjoy. Thank you,
Jenni fer, back to you.

M5. DI XTON: Thank you. Thank you,
David. W're going to turn the podium over to
Bri an Pandya, who is the Deputy Associate Attorney
General for the Departnent, and he is going to
I ntroduce our first panel and noderate that panel.
So thank you, Brian.

MR. PANDYA: G eat, thank you and good
afternoon. David, thank you for that kind
I ntroduction and Jennifer, thank you for all your
hard work putting together today's program |
al so want to thank one of Judge O Malley's forner

| aw cl erks who is now a star antitrust attorney at
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DQJ, Eric Dunn, for all his help with this panel.
And |'m Brian Pandya. | have the honor of serving
as Deputy Associate Attorney General.

As one of two registered patent
attorneys in DQJ | eadership, Makan, of course
being the other as we heard a few m nutes ago,
it's exciting that we're here today to tal k about
patent rights and preconpetitive partnership. The
title of our panel is Collaboration and Licensing
Strategy, and we're joined by six individuals who
have seen all sides of product research and
devel opnent and can share their experience on
those strategies froma university professor
taking fromlab to marketplace, jointly sponsored
research, to representatives froml eading
phar maceuti cal conpanies, to university,
nonprofit, and governnment |icensing officers.

In the hour we have together this
afternoon, we're going to tal k about sone of the
di fferent ways innovators coll aborate. Wat works
and what can work better, frompublic private

partnership to private joint ventures, exclusive
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and nonexclusive licenses. W're going to talk
about issues that arise when you have data rights
I nvol ved and energi ng technology like artificial
intelligence and drug devel opnent. W nay even
tal k about how licensing and col | aborati on i npact
equi tabl e access to nedicine. First again by
aski ng our panelists to introduce thensel ves and
tell us where they fit into the licensing and
col | aboration world. Since we're on Wbex, we'll
do this in al phabetical order. So, Laura Coruzzi,
you're up first. Laura, are you here?

M5. CORUZZI: | am |[|I'mtrying to start
ny video, but it doesn't seemto want to do it.

MR. PANDYA: Well, we can -- we can hear
you fine. Hopefully the video gets working soon.

M5. CORUZZI: Ckay, don't know what's
goi ng on. Anyway, glad that you can hear ne.
Thank you so much for that introduction, Brian.
|'"'ma Patent Attorney with a PhD in Biol ogy and
over 30 years of experience in the biotech sector.
| was a partner of Penny and Ednonds in and Jones

Day before joining RegenXBio. M/ experience

Ander son Court Reporting -- 703-519-7180 -- www. ander sonreporting. net



Li fe Sci ence Wbi nar day 2 Page:

46

|

10

11

12

13

14

15

16

17

18

19

20

21

22

I ncl udes patent prosecution, litigation, and
| icensing. One of ny cases as a nenber of the
teamthat handled the Myriad case that went up to
t he Suprene Court.

| handl ed patents in the early days of
gene therapy before it crashed, and | never
t hought the industry would cone back until years
| ater I took on RegenXBio as a client and this was

founded by a group of smart peopl e who understood

the technology and its potential. | was really
I npressed by the work done at RegenX. | renenber
getting a chill when | |earned about the first

I ncident with the genetic disease that was treated
using their technology. That inspired ne to | eave
life at the law firmand to join the conpany

I n-house. So RegenX is a clinical stage biotech
conpany. W use conponents of a harm ess virus
call ed AEB, not known to cause di sease, and we
call this our NAV technology, NAV. And we use
that to package and deliver genes to cells in the
body as a one-tine treatnent for various

di sorders. The patient cells that acquire the
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gene becone bioreactors that supply the corrective
gene product or therapeutic product |ike an
anti body to provide |Iong-lasting effects.

We're currently devel opi ng gene t herapy
product candi dates in ocul ar, netabolic, and
degenerati ve di seases, and we've in addition to
our internal prograns, we've selectively |licensed
the technology to a nunber of conpanies. W've
got over 30 |licensees and partnershi ps and our
technology is involved in at least 15 clinical
trials currently underway. So that -- that's who
| am and where | am and thank you for inviting ne
to be part of the pane.

MR. PANDYA: Geat, well thank you.
We're glad you're here. Up next is Lauren Foster
fromMT. Lauren?

M5. FOSTER: Yes, good afternoon and
t hanks so nuch for inviting nme to participate.

So, Lauren Foster, | amthe Associate Director of
t he Technol ogy Licensing Ofice at MT. | amalso
| i ke Laura, a bit of a refornmed scientist as |

like to say (laughter). | do have a doctorate in
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cell and nol ecul ar bi ol ogy and chose to pursue ny
career first in patent law. So |I'ma registered
Pat ent Agent, but then becane intrigued by the
busi ness side of things, so after spendi ng about 7
years in private biotech doing technol ogy
acqui sition and busi ness devel opnent, | cane to
MT to lead up the Life Sciences Team So, at
M T, our main goal |ike many university and tech
transfer offices, is to pronote the transfer of
the outcones of MT research for (inaudible)
benefit. But really in doing that, we really seek
to cultivating an inclusive environnment of the
scientific and entrepreneurial excellence and try
to bridge connections between our research
community and industry, and startup and venture
capitalists, and in furtherance of that we
strategically evaluate the outcones of MT
research and protect and license intellectual
property that we decide to protect.

MR. PANDYA: Geat. | think up next, we
have soneone who unli ke nmyself and Laura and

Lauren who i s an actual scientist, not a reformed
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scientist. Sheridan Myanoto from Penn State
Uni versity.

M5. M YAMOTO Hi, good afternoon. And
to the speaker, thank you for having ne. [|'man
Assi stant Professor in the College of Nursing at
Penn State and the Director of the Sexual Assault
Forensi ¢ Exam nation Tel ehealth Center that was
| aunched with fundi ng from Departnment of Justice.
And as part of that service, our goal is really to
provi de forensic nursing expertise to rural and
under served communities by partnering wth | ocal
nurses to deliver care via telehealth. And as
part of that goal and as we eval uate a technol ogy
that existed in thinking that this is really truly
a grow ng area across nultiple states, that we
found that technology was actually |lacking. And
SO we -- we started to build new systens in our
| ab and -- and sone of that was funded by the
Departnent of Justice as well to kind of kick that
off. So | amat the stage of working with OTM and
hel ping to share of the things that have been

hel ping to nme as an academ ¢ and al so being able
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to get ny career into innovation entrepreneurship.
MR. PANDYA: Well, we're | ooking forward

to hearing your perspective. Now up next is Mta

Mukherjee from Energent Bi oSolutions. Mta?

M5. MJKHERJEE: Yes, thank you, and

thank you. It's an honor to participate in this
panel. |'ve also started as a Basi c Researcher
with boots on the bench. | did graduate work in

bi ochem stry and then becane interested in patent

| aw and switched over to patent |aw and started
work in the space in Washington, D.C. in a |law
firmand (inaudible). After that | cane into

I ndustry and then canme into (inaudible) and then
AstraZeneca. And currently, | ama -- |'mthe VP
of I P Emergent Bi oSol utions, having cone from
AstraZeneca recently. So | -- | -- you know, | --
| really love the intersection of |aw and science
and | really look forward to this discussion given
t he background and having conme fromdifferent
types of pharma. So |'mreally |ooking forward to
this and thanks again for letting ne in.

MR. PANDYA: Thank you. Next, we have a
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gover nnent col | eague, Mark Ror hbaugh from N H.
Mar k?

MR. ROHRBAUGH. Lost audio, it's
di sconnected right now.

MR. PANDYA: kay, so we'll skip over
Mark for a second and we'll -- we'll go to Dick
Wl der and then Mark, when you're -- when you're
online we'll -- you can unnute yourself. But in
the neantine, Dick Wlder fromCEPI. Go ahead,
Di ck.

MR. WLDER: Yes, thanks a |ot, Brian.
This is Dick Wlder, calling you fromthe
Adi rondack Mountains in Upstate New York. [|'mon
holiday this week, but I"mcalling in for this
event, which | consider to be very inportant and
appreci ate the opportunity to participate. A
couple of things I'd say about ny background is
that | -- | ama registered Patent Attorney before
the U S. Patent and Trademark O fice. | have
wor ked at the Patent and Trademark O fice for sone
time in what was then the Ofice of Legislative

and International Affairs. And |'ve practiced | aw
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In private practice at the Sidley Firmfor a
nunber of years and then |I joined Mcrosoft where
| was the head of Intellectual Property Policy
Goup. And after that | in essence went back to
t he Gates Foundati on, because | had been there
bef ore, have done work for them before when | was
inthe Sidley Firm | went to the Gates
Foundation in d obal Health Program and provi ded
| egal support you know, for the work that they do
there including helping to establish the -- the
program on gl obal access, sort of the open access
| i censi ng mechani sns that they have in place. And
then went there, did an organi zation on that now
was founded, CEPI, the Coalition for Epidemc

Pr epar edness | nnovations, which is where I am now.
| am General Counsel and Head of Busi ness

Devel opnent. W run an organi zation that is
funded by a nunber of sovereign states as well as
by foundations including the Gates Foundati on and
Wl cone Trust in the UK  And our mission is
twofold. One is to establish research projects

and to fund them for the devel opnent of vacci nes
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agai nst new and energi ng infectious di seases, and
second is to fund and establish new platforns that
can nore rapidly bring into existence vacci nes.

In the case of COVID-19, we have 9
projects that are now underway for the devel opnent
of vacci nes agai nst -- agai nst SARS, COV-2, the
virus that causes COVID-19. W have quite
recently been engaged with other organi zations to
establish an entity called COVAX or the COVAX
Facility and we're going that wth GOBY, which is
the international organization that funds
procurenent of vaccines for poor countries as well
as the World Health Organi zation. And we j ust
this last week conpleted a cycle of work there
wher eby we have now 156 countries that are
participants in the CO/AX nechanismthat will fund
and manage the allocation and distribution of
COVI D-19 vaccines in those countries. And the
countries include not only Ilow and m ddl e i ncone
countries, but high incone countries as well.

And in connection with the work we're

doi ng on funding and ultimtely manufacture and
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di stribution of vaccines, all of our prograns are
built on collaboration. And the collaborations

t hat we have include those that have universities
I nvol ved as well conpani es and governnent | abs
including NTAID. | work very closely with -- with
the NNH  And as part of that coll aboration,

i ntell ectual property plays an inportant role in

I ntell ectual property |licensing. And you know,
"Il be talking a bit nore, | think |I have at

| east one or two questions that address the
guestion or go to the question of howis it that
one can nanage an intellectual property in
connection with global prograns like |'ve

descri bed, and where a significant piece of what
we're doing is to address the needs of |ow incone
popul ati ons around the world. And |I'mhere to say
that there's no inconsistency between intell ectual
property managi ng and intellectual property for

t hat purpose that can both serve the needs that

| ' ve descri bed, but then al so you know ensure that
the -- the commercial requirenents of the

conpani es i nvolved are preserved and protected as
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wel | . Thank you.

MR. PANDYA: Geat, well that's sone
exciting and i nportant work that CEPI is doing,

Di ck, and we | ook forward to hearing about that
and | agree, there's no tensions between those two
things, but it will be great to explore the topic.
Mark, were you able to get connected now or are
you --

MR. ROHRBAUGH. Yes, sorry for the
delay. Thank you very nmuch for the opportunity to
speak today. M/ background is that | received a
PhD in Biochem stry and Mol ecul ar and Cel |
Bi ol ogy. After a post doc, | worked for two
startup biotech conpanies and then noved to the
Nl H received a | aw degree at night while | was
wor ki ng and then noved ny way up to be the
Director of the Ofice of Technology Transfer. At
NIH, it was the central office that managed
patenting and |icensing frominterareal scientists
at NIH, CDC, and FDA where about 6000 doct or al
| evel scientists who work at NIH, the |argest of

the three prograns. After that, | noved -- about
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5 years ago | noved over to the Ofice of the
Director to be a Special Advisor for Technol ogy
Transfer. | advise on transfer matters in that
of fice.

| wanted to nmention just the broad
expansi ve new efforts at NIH to address the
COVI D-19 challenge. There's -- we've used
practically every single nechani smavail able, all
busi ness grants, research grants, procurenent
mechani sns, other transaction authority, nunerous
consortia including one that's coordi nated by the
foundation for the NIH, the accelerated COVID 19
t herapeutics and interventions active. So all
hands are on deck in addressing this challenge
Wi th every nechani smyou can i nmagi ne.

| wanted to speak briefly about the
| i censi ng experience at NIH and how NI H nanages
t hose i ssues especially wth respect to bal anci ng
public health needs with incentives needed by
I ndustry to nove technol ogies to the narketpl ace
especially those that require the approval. It's

along -- as you all know, it's a long difficult
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process, high risk, high cost. And so often an
exclusive license is needed or as an incentive for
a conpany to invest in that way. But let's not

t hi nk of exclusive, nonexclusive as being in and
of itself nonexclusive or explosive for all rights
in a patent. So often we reserve rights for -- we
al ways reserve rights for research, but for
exanpl e, on a nonocl onal antibody, you m ght have
an exclusive license for comrerci al devel opnent of
a therapeutic and a nonexclusive |license for using
It as a reagent in a laboratory. Likew se, nany

t herapeutics could be divided between nultiple

di fferent devel opnent efforts at the sane tine
with multiple exclusive licenses. So it's not
necessarily an exclusive license for all fields of
use of a particular technology. Thank you.

MR. PANDYA: Thank you and thank you
again NIH for all the inportant work you're doing
in the COVID crisis and the public health space
nore broadly. W're definitely going to get into
sone of the exclusive and nonexcl usive |icensing

| ssues as the panel goes on. So let's -- let's
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get started. So we'll set the table and explore
the role of |licensing and collaboration plays in
t he devel opnent, manufacture, and distribution of
t herapeutics and vaccines. So Laura Coruzzi, |I'm
going to call on you first and, well, let's break
drug devel opnent into four stages: Basic research,
product devel opnent, clinical trials, and scaling
up to manufacturing. | knowthat's -- that's
oversinplification and it's a |lot nore that
happens there, but just to get things started, can
you rank the inportance of |icensing and
col | aborati on team stage and whi ch stage has the
nost room for inprovenent and i nnovation within
| i censi ng and col | aborati on?

M5. CORUZZI: So, can you -- can you
hear me this time and see ne?

MR. PANDYA: Can hear you and we can see
you.

M5. CORUZZI: (laughter) Ww,
technology. So really collaboration | think is
| nportant at each and every stage and we' ve been

experiencing that at RegenXBio, from-- and -- and
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David Korn of PhRVMA and Hance Sauer (phonetic) did
a really good job explaining that yesterday in
session 2. Just the skillset that's needed for

t he basic discovery and then the skill sets that
are needed for the clinical trials differ and so
partnering wwth different skillsets is inportant
for the whol e process.

What |'d like to focus on today is the
initial process, the basic research and how t hat
gets translated to conpanies. And RegenXBi o can
be a case in point on this. Wen our conpany was
founded in 2009, gene therapy was considered to be
very risky to pursue. Many investors were not at
all in. Goundbreaking research had been done at
UPenn that |led to the discovery of hundreds of
AAVs, the AAV vectors that we now call NAV, that
have the potential to be useful for gene therapy
applications. The diversity of this NAV portfolio
Is inportant for scientific reasons. You want to
make sure the vector's going to get to the organ
you're trying to target, and you want to nmke sure

that patient antibodies don't neutralize the drug
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and then you have no effect. So Penn has |icensed
these rights to a big pharma who kind of sat on
themfor a few years and really did nothing with
It. RegenX was founded by this snall group of
smart people that | nentioned before and they
rescued the technology by licensing it frombig
pharma and residual rights from Penn and then
began devel opi ng our own internal prograns and

| i censed out what we couldn't do as a snall
conpany to worthy partners who have been
continuing to devel op the technol ogi es and there
are -- our |list of partnerships and |icensees are
on our website. W're, as | said before, we're in
5 clinical progranms of our own and at |east 15
carried on by our partners licensees, and one of

t hose NAV products, Zulchinzma (phonetic) has been
proved by the U S. FDA and EU to treat a
devast ati ng di sease call ed spi nal nuscul ar

atrophy. And that was the first patient that |

got the chill about (laughter) who was treated
with the vector to begin with. These early risks

woul dn't have been taken if the patent estate
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wasn't in place.

MR. PANDYA: So | want to pick up on
sone nore about you nentioned earlier that sone of
the earlier research was not taken by a -- by a
bi g pharma conpany, but luckily the patent rights
were still in place. Now Mta, you' ve been with a
giant like Astra Zeneca. You're now with
speci alty conpany Energent. Do you agree with
Laura's answer on which stage of (inaudible) is
nost i nportant and a two part question, would you
have given the sane answer at Astra Zeneca t hat
you' re giving today at Energent?

M5. MJKKHERJEE: (Laughter) Yes. Thanks
for the question. | think generally, | nean, |
agree with Laura in that ever stage is inportant
and what | would say is that regardl ess of size of
t he conpany, that innovation and coll aboration are
absolutely vital and | think that IP plays a very
I nportant role in balancing the of course | arge
I nvest nent and resources that it takes to devel op
a product and then get a return on that

investnment. So | think that |IP then also is a
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mechani sm by which to help structure coll aboration
relationships in a conpetitive fashion. And so |
t hi nk regardl ess of the size, those are both --
that they're both critical. | think at every
stage al ong the way, | know regardl ess of what
conpany |'ve been at, innovation is extrenely
I nportant and there is a very strong recognition
that a ot of the cutting edge basic research
sci ence has done in academ cs. And sone of these
conpani es have set up coll aborative sites and
centers near academ a so that they can coll aborate
with them | think there are very, very good
reasons to do that.

You know, the big pharnma expertise is of
course in translating the basic research into a
product for patients and that is the area of
expertise. So you know, | would say maybe one of
the differences is that how would you determ ne
the right fit when you enter a coll aboration? And
that's where perhaps there's a little bit of
difference in the sense that you know maybe big

pharma had a broader set of therapeutic areas, a
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broader set of nodalities they can work wth.
Per haps nore resources to sort of connect
di sparate sets of the expertise. And you know
with this, this focus on how can we translate this
product into a nedicine to deliver to patients who
need this? Wereas smaller conpanies |ike
Enmergent | ook nore at what specific niche or
skills are expertise do we have, do our
researchers have? W are experts at scaling up
manuf acturing in the back team stage. W work
with the governnent and we work in the public
health thread space. So for us, where do we
partner with those different organi zati ons that
really nake sense.

So | think that's where |I see the
di fference and so what players and at what stage
todoit? | think it may be different because of
t hese situations, but at every step al ong the way
| think it's absolutely essential and absolutely
vital.

MR. PANDYA: Yes, well I -- 1 -- 1 like

your -- your characterization. [P is the
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mechani smto structure rel ati onshi ps and
col | aborations, and a lot of it is about
determining the right fit. So Lauren Foster,
let's ook at this froma university perspective.
Tell us about sone of the nechanisns that M T uses
to structure its relationship in coll aboration.
Can you use -- use exclusive licensing? Do you
use certain nonexplicit Iicensing? Lauren?

M5. FOSTER: Absolutely. Thanks, Brian.
Sol -- I wuld echo a little bit what we -- we
heard before in that we certainly find in the
t herapeutic space that as a sort of general
(i naudi bl e), exclusivity is required, but there is
an enornous anount of nuance on what exclusivity
really neans. (laughter) So, speaking fromthe
nonprofit sector, like -- like the NIH, we feel
very strongly commtted in even all of our
exclusive commercial licenses, and | use that term
deli berately. It is a commercial |icense, so we
reserve broad rights for research in the academ c
and nonprofit sector to continue to nove the

technol ogy forward. The exclusivity typically
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only pertains to product devel opnent and

commerci alization. And then we use the sane tools
that many of us are famliar wth, whether it be
field abuse, which allows for especially in the
context of enabling technol ogies that may not be
the actual let's call it, drug product itself, but
has sort of an underlying role for exanple, drug
delivery. W use field abuse to try to certainly
bal ance the conpetitive advantage that our

| i censees need. It is our primary goal and sort
of our mssion, which is to nmake technol ogy
broadly avail able and sort of living true to -- to
that as well.

You know, sone of the other things that
are interesting and actually pertains to work that
we' ve done in the public health sector as well as
we t hink about even if we do for exanple give
strategic control over an asset to a partner,
there are certainly diligence terns and
expectations that you can create contractually
that your partner will devel op technology in a

certain way, and if they don't to really encourage
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an incentivize themto partner with other
organi zations where it nmakes sense, neaning
organi zations that are nonconpetitive with them
but that woul d neet the goal again of having the
t echnol ogy have broad access. And we -- we |ike
to say fine, if you partner, you get the economc
benefit of that. (laughter) You know, rather
t han us having you know five different partners,
soneti nes we do choose to put all of our rights
with a single partner with a sort of a partnering
m ndset and a, we call it, mandator sublicensing
(laughter) or -- Al that to say is that
partnering is built into the expectati on know ng
that it, in sonme instances, again, nore an
enabling technology that is unlikely that a single
entity will exploit the technology to its ful
potenti al .

MR. PANDYA: | want to hold your thought
t here on enabling technol ogy through our
partnershi ps and explore that with Dick in a
second. Before we get there, Mark, can you chine

in and tell us if NIH s approach different from
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MT? | nean, your report being there are

uni versities and governnent |argely on the sane
page. |Is there -- are there any other key

di fferences you want to highlight about how NIH s
approach to licensing conpared to MT? Mark,

you' re on nute again.

MR. ROHRBAUGH: Sorry. [It's very
simlar with respect to how we approach |icensing.
| think the field has evolved so nuch in the |ast
30 years that applying diligence and careful ness
and defining the scope is nmuch nore on our m nds
and access than it was many years ago for the
better of everyone. The differences lie nore in
the statutes and regul ations that apply
particularly to governnent [abs. So for exanpl e,
you cannot grant an exclusive |icense w thout
advertising it in the federal register for comrent
and possi bl e objection. So, when there's concern
about the potential process in the collaboration,
we m ght use a nechanismcalled a Cooperative
Research and Devel opnent Agreenent, which of note

does not require the advertisenent and gives the
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col | aborator an option to elect an excl usive
| i cense.

The other differences are nore in how we
partner with industry. W don't have the sane
freedom of and nechani sns to coll aborate with
I ndustry and startups in holding equity, in
managi ng the startup and col | aborati on outsi de of
the day to day work, that is say on scientists'
personal tine collaboration. Those don't exist in
that way in the NIH, so the approach -- the
overal|l approach is very simlar. Details of the
mechani sns do different.

MR. PANDYA: How often when you publish
an exclusive license in the federal register, how

often did you receive comments or objections from

t he public?

MR. ROHRBAUGH Well, it's common for us
to receive comments. |In terns of an objection
froma potential licensee, it's not common and

often when there is an objection from anot her
conpany that desires an exclusive |license, we can

find different fields of use. Maybe one conpany
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wants to apply it to its own particul ar
proprietary platform which can be separated from
anot her conpany, or one who wants to use it, a
drug, or biologic for a particul ar disease and the
other wants different. So it can be carved out
and sonetinmes it can't, and then we nust choose --
we nust favor small businesses, but otherw se
| et' s nake the decision of which is nost capable.

MR. PANDYA: Dick, can you -- can you
chime in here? | want to -- | nean you're | think
in areally unique role. Your work is funded by
nonprofit, the Gates Foundation, by the
governnment. Tell us how you -- tell us nore about
your platformand talk about -- | would -- | nean,
| would Iike to hear nore about enabling
technol ogi es, but tell us -- explain howthe
pl at f orm wor ks and what -- what role licensing and
col | aborati on pl ay.

MR. WLDER Yes, | can tal k about
platforns in a couple of senses. You know, one is
with respect to CEPI as such, and we are a

platformin a sense that you know we are an entity
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that provides funding for the devel opnent of
vaccines or as | indicated before, for the
devel opnent of platformtechnol ogies that can be
used to rapidly devel op and depl oy vaccines. Wth
respect to you know, CEPlI as such, we engage with
uni versities that are working on early stage
technol ogi es as well as conpanies |arge and smal |,
you know, that are devel oping either the
technol ogy itself or undertaking to do a
manufacturing and ultimately, you know, sales and
di stri buti on.

Qur interest is insuring a couple of
t hi ngs. You know, one is that, that work is
successful. That is that the research and
devel opnent activity that's undertaken is
successfully done, so we have very carefully
negoti ated agreenents with our partners as to how
the work is done, the tinefrane, and who -- who's
all going to be involved including you know, the
primary grantee as well as the collaborators. W
al so you know, have specific requirenents around

what the end result is intended to be. | nean,
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not just the fact that a vaccine cones into

exi stence, but also what's going to happen with
respect to that vaccine and regul atory approval s
and the countries of the world to which it's going
to be circulated. And with respect to COVI D-19
vacci nes, you know, it's intended that they have a
gl obal distribution of both high inconme countries
as well as |low and mddle incone countries. And
price is inportant, you know, with respect to the
| ow and m ddl e i ncone countries, and so we have
sone specific requirenents around that.

We nmanage connection with how we you
know, establish the projects and manage them goi ng
forward. | would say one last thing on that is
that you know, with respect to the intellectual
property that arises fromour funding, we don't
take an ownership interest init. W don't
necessarily take license rights with respect to
the technol ogy. W have particul ar contractual
obligations that the awardees are expected to
foll ow and you know, we -- we nanage them by

contract to say, you know again, you will do
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certain things and you have agreed that you know,
the ultimate product will be distributed on
certain terns and conditions, all of which we
nmonitor very closely as the project unfolds.

W may obtain certain intell ectual
property rights nore as a renedy in the event that
they don't follow through on those obligations,
much |i ke you know, the NIH has the possibility of
so-called step-in rights. You know, we have
sonething simlar that will allow us to then you
know, step in and take a project and nove forward
wi th soneone el se, but you know, by far the -- the
key to success in this space is to you know
basically work with the partners that you've
sel ected fromthe beginning, manage the projects
well on a collective basis, and -- and ensure them
the intellectual property is (inaudible) to
achieve the result or the outcone or distribution
that we have agreed to with our partners. Thank
you.

MR. PANDYA: Geat. Well, | think your

comment, the reason | think I'd like to hear from
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Sheri dan about when hearing the perspective of

| awyers and licensing officers opine on nore

| i censing increasing sufficiency, but you're an
I nnovator, particularly in telehealth, so can you
tell us about safety system | want to ask us
what our col |l eagues are saying -- what they're
saying today is consistent with your experiences
and col | aboratively devel opi ng a product and
trying to license that product, and tell us
anyt hi ng el se about you know -- | think you're
working on platforns simlar to what sone of the

conpanies in Dick's portfolio work with. But walk

us through your experiences. You're the -- you
know, you're the -- you're the patentee here while
we're the -- we're the -- the talkers.

M5. SHERI DAN.  Sure, so you know t he
first thing | think is that it can be really
chal | engi ng for an academ c to bal ance both
research and teaching and to think about stepping
Into an area that requires a lot of work with your
action to develop technology. So | think there

were a couple of things that were really key to ne

Ander son Court Reporting -- 703-519-7180 -- www. ander sonreporting. net



Li fe Sci ence Wbi nar day 2 Page:

74

1

2

10

11

12

13

14

15

16

17

18

19

20

21

22

and being able to nake sone of that transition.
And the first was really to have sone flexibility
in the initial grant fromDQ) or a programofficer
that was willing to set -- to invest sonme in
prototyping, and that | didn't have to conpletely
shift away fromny research and ny programto find
funding for this idea, but | could step into it
sonewhat with the recognition fromthe funder that
this mght be an inportant technol ogy for the
field. So | think had | had to go search for
fundi ng conpletely separate and outside, that
woul d have potentially been a barrier. So that
was really hel pful.

The second, and | -- | -- | don't think
the things |'mhearing are things that |'ve heard
at Penn State, so | feel that relatively quickly I
was able to be connected to our Ofice of
Technol ogy Managenent and they were incredibly
supportive comng over and talking to nme about
what this process mght | ook Iike and answering ny
questions, really being available as a resource to

hel p me think about how we woul d take steps to
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nove sone of these things forward.

Sone of that was al so investnent from
Penn State and |Invent Penn State, which is a -- a
-- one of the President's initiatives to really
try and provide sone aid funding for investigators
to explore their ideas and to be really well
connected to OTMto -- to advance this initiative.
So those were -- were kind of the early things.
The place where | felt like | started to get sone
of the education that |'m hearing about fromthe
panelists today was that there's a Penn State
venture and I P conference, and that was just a
whol e different way of thinking for ne, to be able
to hear fromlicensing agents and peopl e who can
tal k about how soneone |ike nme mght find
different sorts of funding, angel funding or
I nvestors, as well as sone of the | egal
consi derations being able to talk to patent
| awers and -- and people who can tal k about
copyrights. So -- so that was a whol e new pl ace
for me to get a different type of education and

that was really hel pful.
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The ot her piece of those sorts of
conversations, being invited to be part of tech
tournanents. And | think that was really key
because it encouraged ne to talk differently about
my work than I needed to and to kind of put it out
there, whichis alittle bit scary; however,
academ cs would |li ke everything to be done before
we share our work, w th business people that coul d
ultimately give ne feedback and gave ne sone sense
t hat wow, maybe this is sonething that's viable.
Maybe it is sonething that | should be spending
sone tinme on. So -- so that kind of infusion of a
little bit of confidence that this was a
wor t hwhi | e endeavor and you know, worth addi ng
nore to ny plate was also really inportant.

And then the final thing that | think
has been absolutely essential is they started a
startup | eadership network that really ains to
pair researchers and Penn State tech startups with
executive | eadership matches. So recogni zi ng that
they don't necessarily want their researchers to

| eave their academ c position, how do we find the
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ri ght business partners that can help bring that
along. And that -- that has been absolutely key,
Is to have tinme to get to know sone of those
peopl e and determne if they're the right fit and
you know, provide sone of those people that can
actually nove the work forward nore expeditiously
than | could by nyself. One of the new things
that they're piloting is actually bringing
together, and a | ot of these are either Penn State
al unms that have been successful in business
startup, is to bring themalong with a couple of
conpani es and act as an advisory board and really
give a researcher |ike ne the opportunity to
understand what it mght be |ike to have an
advi sory board that can give you feedback on your
busi ness ideas. So that's a year |ong process and
has -- has greatly noved ny work forward.

MR. PANDYA: Have you entered into any
| i censi ng agreenents yet?

M5. SHERI DAN: No, so we're still in the
context of finishing our initial prototype, but

| " ve been keeping the OPM apprised of our
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devel opnents as we go so that -- and they're
checki ng sone of the agreenents that we have with
different partners that are building out aspects
of that for us. So just nmeking sure that we kind
of have everything in a row and then doi ng things
al ong the way that -- that's to cone.

MR. PANDYA: G eat. That's such
exciting work now. | know we're unfortunately, we
have only about 15 mnutes left so | want to shift
gears a little bit and we're talking -- when we
tal k about licensing, | think one of the
chal | enges is legal uncertainty over the
enforceability of the rights that you're
licensing. Now, | submt, there's always been
sone uncertain key patent to be invalid for being
anticipated or for being obvious, for not being in
abl e black and witten description. But in the
past decade we've even increased an invalidation
for patent, even in the pharmaceutical space, for
failing to claimpatent of full subject matter.
Laura Coruzzi, howis that in your opinion changed

| icensing that | eaves things nore uncertain, but
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how has it changed things and | think you have
sone strong views on that topic and have gotten
things for the better. But what can -- what --
how i s the change, what can we do, what can you
tell | need to start making things better?

M5. CORUZZI: Well, Judge M chelle
pretty nmuch summed it up yesterday. The mmjor
chal l enge that we all face, and | think this
affects universities and that stage that | was
t al ki ng about of getting university discoveries
translated to real products for patients. It's
the 101 eligibility standard. | nean, |'m going
to give you a thunbnail historical view of what
this should have been. So in 1980, was the year
that was. That's when the Suprene Court ruled in
Shakra Bardi (phonetic) that genetically
engi neered m cros could be patented. And that
gave birth to biotech industry. That sane year
t he Bayh-Dol e Act was passed and that was to
encour age |licensing governnent funded inventions
made at universities with the private sector to

col |l aborate to make sure that these basic
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di scoveries translated to nedicines for people to
hel p patients. And that led to all of the gane
changi ng bi ol ogi cs that we have, the anti body
drugs that didn't exist before. Thirty years of
court precedence supported these inventions and
t hese products. Basically, the courts held that
| sol ated and purified forns of natural products
coul d be patented and that supported patents on
anti biotics, cancer chenotherapeutics, antibodies,
DNA priners and probes.

Flying in the face of this 30 years of
precedence, the Suprene Court in the Mayo and
Myri ad decision stripped away patent ability from
di agnostics calling them diagnostic | aws of
nature, which I think is an oxynoron, but the
Suprene Court doesn't, and genes on the grounds
that they're natural products. And these hol di ngs
aren't based on any statute. They're based on the
ori gi nal exceptions created by the Suprene Court
that were then expanded by Mayo and Myriad. At
the oral argunent, Justice Ruth Bader G nsburg

asked, "Wat's going to happen to the patent
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ability of vaccines if we followthis Iine of
t hi nking that a natural product could not be
el i gi bl e?"

So these decisions, Mayo and Myri ad,
stifled investnent in diagnhostics and expensive
proposition with a low profit margin as it is and
uni versities today where breakthroughs are nade in
genetics, nmany universities are no longer filing
on di agnostics, on genes, priners, and probes.

And startups that want to |icense this technol ogy
are not able to raise the funding that's needed to
support commrercialization. So we really are,
contrary to the purpose of Bidol, we are in ny
opi ni on squanderi ng taxpayer investnent dollars in
gover nnent funded university research and patients
are being harned because these basic discoveries
are not being translated to diagnostics and
nmedi ci nes so sorely needed today. | nean, if all
of us think, how better prepared we could have
been to test for COVID- 19 had the -- a nore robust
I nfrastructure existed within our diagnostic

I ndustry. And finally, it's put the U S. at a
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conpetitive di sadvantage because we're the only
country in the world that you can't patent a
purified natural product or an engi neered natural
product, or the genes that nake the priners and
probes for diagnostics.

Chi na and ot her countries are noving
into the area that the U S. unilaterally
surrendered by the Suprene Court decisions. And
you know, | ask, ny bottomline is does anybody
doubt that had Mayo and Myriad cone out
differently we would be in a nuch better place
today. | don't think so and | think we need
| egi sl ative change and |I' m hopi ng that David
Kappos in the next panel will address sonme of the
| deas that are percolating about howto fix this.

MR. PANDYA: Oh yes, there's a couple
things to unpack there. First of all, does anyone
or can -- can | get anyone either if you believe
it or have a fond (inaudible), maybe Dick, 'l
call on you because you -- you agree with Dr.
Coruzzi and those narratives and facts that

certain things are not patentable or nore
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difficult to patent. Does that have sone vital
benefits, or do you agree with Laura?

MR WLDER: No, no, | think you know I
generally agree with the notion that you know, the
Suprene Court deci sions obviously have nade you
know, patent ability and certain subject matter
nore difficult. You know, from-- fromthe
perspective of the work that -- that we do at CEPI
or in the nonprofit sector let's say generally,
you know, we -- we don't take a position that
patents or patentability -- let's just say patents
are a bad thing and therefore, you know, the scope
of what's patentable is -- is a bad thing or a
good thing for that matter. But rather, again,
goi ng back to what | was saying earlier is that --
and nmaybe the -- from our perspective, you know,
what we draw distinction between is what's often
said in Europe, between the extents and the
exercise of intellectual property rights. So as
you know, intellectual property rights are brought
I nto existence, what we're nore interested in is

how one actually exercises those rights to achi eve
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a public health outcone, whether that has to do
with you know, supplies for certain jurisdictions,
pricing, or -- or -- or anything along those

| i nes, and do that you know, in cooperation wth

t he agreenent of our partners who are the -- the

I ntell ectual property owners.

You know, | would also say that in a | ot
of areas that we work in, the vaccines bei ng one,
Is that patents are inportant and you know, again,
we can take a great (inaudible), you know we
respect the intellectual property rights of our
partners, but there's other fornms of exclusivity,
you know, beyond patents that are inportant as
wel |, you know, that -- that conpanies are using.
| -- | think that there are certain areas where
the -- the -- the additional exclusions that were
nmenti oned for biological subject nmatter for gene
sequences and -- and extraction rights in terns of
(i naudi bl e) that have had an effect, you know,
have gone into that nuch detail as was | ust
di scussed, but | think it does have an effect.

What | would say, like | say, it's in our
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perspective, we're focused nore on the result in
terms of what cones fromthe -- the work that

we' re doing collaboratively and all of the

I ntell ectual property rights and licenses are
arranged. Thanks.

MR. PANDYA: Mark or Lauren, can you
respond to what Laura said about the Bayh-Dol e
Act? And then we'll go back to Laura.

MB. CORUZZI: WMay |?

MR. PANDYA: You still have -- yes. o
ahead, yes.

M5. CORUZZI: So just two points. | --
| conpletely agree that how you nmanage the patent
right is inportant, but these decisions knock the
| egs out of the patent rights to begin wwth. So
If we don't have a patent then how you use a
patent becones immterial. That's nunber one. So
-- and -- and it is putting us behind other
countries, so | really think we need a 101 fi x.

MR. PANDYA: Geat. Lauren or Mark, can
you respond on -- on the Bayh-Dole Act or talk

about wuniversity licensing?
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MR, ROHRBAUGH: | woul d say under --
under Bayh- Dol e, Bayh-Dole gives the freedomto
uni versities to manage and exploit intellectual
property as (inaudible) with their responsibility
primarily to make sure that it's devel oped for the
benefit of the econony and the public who m ght
pur chase or consune those products. So
uni versities have done an excellent job with that.
The restrictions are that they cover every state's
| i cense for governnment use purposes for or on
behal f of the governnent and there are -- there's
a march-in statute. But things -- the progress
has been fantastic in the last 30 years with
respect to 40 years wth respect to Bayh- Dole and
how uni versities and recipients of funding have
used their -- their authority to advance
commer ci al i zati on.

M5. FOSTER Sorry, | was on mute. | --
| could not echo Mark's comments better. And just
to pick on where Laura left off, I -- | think any
uncertain about the ability to obtain IP puts the

real burden on specifically innovation com ng out
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of nonprofit organi zations where if | talk wearing
nmy MT hat, we are a true blue academ c
Institution. W are a training institution. W
are often forced to file quite early because our
whol e m ssion of our trainees and faculty is to
publ i sh and di ssem nate, so we are -- we do our
best to eval uate, and any uncertainty about our
ability to get intellectual property in already a
conpressed tinefrane (laughter) when we're
operating on -- on forces, we don't hold the

out cones of our research for years and years and
years until we perfect a product. | do think it
-- it can be extrenely challenging. | nean, sone
of us are lucky enough to be able to roll the dice
alittle bit, but is certainly -- it is certainly
an issue that conmes up in our licensing practices
and we have really -- we always have, but it is
even nore under the m croscope to nake sure that
the benefit that we receive under our licenses is
very closely tied to successful IP, and there's a
| ot of uncertainties the longer it takes to get IP

for the system or have the subject to chall enged
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in the like. That -- that really takes a hit on
-- on the |icensor because we wll not share in
value until it's sort of rock solid.

MR. PANDYA: (kay, we have one mnute
| eft, unfortunately. So I want to talk briefly
about COVI D and tal k about col |l aborati on and
partnership in the tine of COVID. So Mta, this
gquestion's for you and I think fromthe private
sector one of the hardest things about bringing
(i naudi bl e) specialty conpanies, but as we're
trying to bring COVID back in to market other
treatnent, we have to find a way to scal e things
up to get to hundreds of mllions of doses in an
I ncredi bly amount of tine. So howis the energing
tackl ed scale of problens and if you have any

anecdotes you coul d share about how |icensi ng and

col | aboration could play a role in that to -- and
hel p conpanies scale up at a -- at a -- at a rapid
pace.

M5. MJKKHERJEE: Yes. Well, as you all
know, we are manufacturing COVI D vacci nes al ready

for several conpanies and | think -- | think a
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very holistic and creative and adapt abl e approach
given the tine constraints, | guess that's what |
I ncluded, is the way to do it. And | think just
al l ow ng the nechan -- you know, all ow ng
conpanies to the resources and the ability to

col l aborate freely and to basically help big
pharma utilize small conpanies, resources, and
experti se such as ours where we know how to scal e
a vaccine. W know howto do it rapidly. W know
how to do it quickly in areas where they may not.
So it -- |1 do think that having very creative

sol uti ons, adaptable solutions, in which partners
such as the governnent or other external forces
can al so help provide incentive is really, really
a vital point, and al so ways that we can have
mechani sns to really protect tech transfer and do
It quickly and you know, protect you know, provide
| nsurances that people, products, and their

i ntell ectual innovations wll be protected. And
agai n, that goes back to patent, which provide
again that nechanism!| think, to be able to all ow

that to happen. So --
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MR. PANDYA: \What are sone of the
creative ways that you're into? Can you share
anyt hi ng?

M5. MJKHERJEE: You know, | think a |ot
of it in terns of tech transfer and space is sort
of allow ng you know, structuring agreenents such
that you allow different parties to utilize
I nformation, materials, knowhow from other parties
all at the sane tine. So a lot of these processes
I nvol ve nultiparty agreenents and so | -- | think
those are kind of sone of the things we'd have to
wor k t hrough. How do you get two or three
different parties to allow this? How do you all ow
you know, us to have access to your |P and your
t echnol ogy and your knowhow and still allow us to
use other parties where we may need to so that
this can go as quickly as possible. So, truly
being able to get everyone at the table together
and work through all of the issues and understand
t he underlying incentives and notivations. |
think that's the key thing.

MR. PANDYA: Well | wsh we had nore
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tinme to explore that point but we are out of tine,
but before we to, there's one question fromthe
audi ence, and the question is how is access for

gl obal public health provided in your |icense
agreenent ? Does anyone want to answer t hat
guestion or just -- Anyone want to take a stab at
t hat ?

M5. FOSTER: | can say fromthe MT
side, we try to be as deliberate as possible with
technol ogies that are in the bionedical stage to
put in terns that put at the forefront that should
the technology, and it's not always the case, but
shoul d the technol ogy have applicability for we
call it you know, at-cost markets or potentially
even under resourced markets that can exi st
anywhere in the world, that we | ook to our
| i censees to address those markets and we al so on
many occasion if products are being sold at cost,
we Wil do things as sinple as waiving a royalty
obligation through MT so that sort of because we
owe MT noney, but for that (laughter) we would be

devel opi ng these products but your royalties very
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wel | prevent us from being able to you know, nake
this economcally viable. W -- we have a large
nunber of tools available to us, so sonetines
contractual |ike D ck and others have nenti oned,
we use intellectual property patenting strategies,
you know, no IPis not the sanme as access, SO we
use very nuance territory and country patenting
decisions to -- to facilitate. But it -- | think
the key that I'd like to say here is that it has
to be deliberate. 1t cannot be an afterthought.
And -- and we've learned a | ot through working
with folks |like the Gates Foundation and others to
make sure that when bionedi cal technol ogies are
devel oped and licensed, if they are |icensed
exclusively, it's a bigif (laughter), that we --
we put it on the forefront of what the
expectations are.

MR. PANDYA: Geat, well let's thank al
of our panelists. [It's a great -- great
di scussion. | wish we had a |ot nore tine, but we
scratched the surface on a few of these topics,

but thanks again everyone for joining us. Thanks
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to the audience, and wwth that I will turn the
fl oor back over to Jennifer, Dave, or to our next
panel .

M5. DI XTON: Thank you. Thanks, Bri an.
Thank you to all of our panelists for sharing all
your experiences and perspectives and
collaboration in licensing in this area. Ws a
great panel. W're going to take a few m nutes
right nowto go on a break, about a five mnute
break. We'll be back at 2:35 Eastern tine. W're
running a little bit behind, but we have a |lot to
cover today and we'll try to take up sone tinme as
we go through, but we'll be back in about five
m nutes. Thank you to everyone who (i naudible).

(Recess)

M5. DI XTON: Wl cone back everyone.
We're now going to nove on to our next panel on
how regul ati on and antitrust enforcenent inpacts
conpetition and incentives for innovation. And
this panel will be noderated by Deputy Assistant
Attorney General Alex Ckuliar, who is in charge of

our civil antitrust enforcenent and he will be
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I nt roduci ng our distinguished panelists. Thank
you, Al ex.

MR, OKULI AR Well, thanks so much,
Jenni fer, and wel cone everyone. So our panelists
today will discuss the extent to which regulation
and antitrust enforcenent are needed to maintain
conpetition anong safe and effective products,
whi ch can inpact the incentives for innovation.
They' Il al so address the tradeoffs of antitrust
enforcenment and regulation, particularly in terns
of the incentives for innovation during a
pandem c. Qur esteened presenters today include
Al den Abbott, the General Counsel of Federal Trade
Commi ssion. Wl cone, Alden. Ernst Berndt, who
t he Professor Eneritus Economi cs at the Sl oan
School of Managenent at MT. Wl cone, Professor.
Dave Kappos, Partner at Carvath, Swaine & Moore.
Wl cone, Dave. Bill Kovacic, the G obal
Conpetition Professor of Law and Policy, George
Washi ngton University Law School. Welcone, Bill.
And Dick WIder, General Counsel, Coalition for

Epi dem ¢ Preparedness | nnovations. Wl cone, D ck.
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So we're going to spend -- we're going
to start with a discussion about incentives to
I nnovate and then we're going to pan out a little
bit and tal k nore broadly about regulation and
enforcenent and the tradeoffs between antitrust
and intellectual property policies. W'I|l |eave a
few mnutes at the end for questions, so please
keep your questions in mnd as the -- as they cone
up during the discussion.

So, Professor Berndt, |I'd like to start
with you. In terns of incentives to innovate,
what factors govern an individual firms incentive
to innovate in the life sciences market?

MR. BERNDT: Thank you. Can you hear
me?

MR OKULI AR Yes.

MR. BERNDT: So, |I'mEarnie Berndt. |'m
a Professor Eneritus at the MT Sl oan School and
our national view of econom c research, nost of ny
research and testifying have been in |ife science
I ndustries and in particular, | spent a |ot of

time worrying about what happens to brand and
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prices for branded products as a face | oss of
exclusivity. In that stream we are very famliar
wth that. For small nolecules it's felt, also
begi nning to occur for biosimlars and bi ol ogics,
and | think what 1'd Iike to sort of basically
point out is that there are inportant incentives
for follow on innovation that are very inportant
in the life science industry. This creates issues
and conflicts with other goals which include
access to |l ow cost nedicine, and so very briefly
what ny research and testifying has been invol ved
with is | think originally when Pat Swaxnon was
passed nost academ cs and certainly the Federal
Trade Commi ssion predicted that in response to
generic entry brand and products woul d conpete on
price and | ower prices. W haven't observed that.
In fact, very seldomwe do brand and products

| ower price in response to conpetition from
generics. Wat usually happens, is a brand

I ncreases prices. The conventional reason that's
given for that is that there are brand | oya

custoners and you can take advantage of brand
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| oyal custoners by giving themthe privilege to
pay hi gher prices.

The ot her reason, which has not really
been explored nmuch but is inportant for discussion
today, is that a |ot of branded products pursue
foll ow on devel opnent of products, and in sone
cases |launch those products prior to the |oss of
exclusivity. And this raises the issue for the
pi oneer product manufacturer, what do | do with
t he pi oneer product, as | now have a follow on as
well? How do | nmanage this joint product? Do |
i nvite canni balization, or do | try and quietly
retire ny pioneer product? Wat we' ve observed
quite frequently is that the branded product wl|
raise its price, wwll lower its mcro marketing
efforts, and try and switch products to the next
generation follow on. In nore extrene cases, and
this is where their conflicts really energe, is
that in sone cases a branded product wll renobve
Its pioneer product fromthe market prior to the
| oss of exclusivity in which case consuners and

payers are forced if you want to stay with the
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same nolecule, to swtch to the new product. And
this basically eviscerates the market for
extensive and active generic market. And so we
have our conflict here incentives, you want to

I ncrease the incentives for follow on products,
but we al so want to nmake sure that there's a --
that as they | ose exclusivity, there's a very
active and extensive generic market that provides
access at | ow cost to consunmers and payers.

MR, OKULI AR Thanks, Professor. Any
t houghts on -- on ways in which we coul d
acconplish that objective? How does nmarket based
pricing sort of effect innovation incentives, for
exanpl e?

MR. BERNDT: Well, if there's no narket
for the generic product because it -- there's no
reference product on the market to which you can
be rul ed as being interchangeable by the FDA, that
nmeans that basically you have a policy that
prevents a market from energi ng where we woul d
| i ke to have a generic conpetition conme in at | ow

cost. But if -- if that market is precluded
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because there's no reference product on the narket
to which the generic can claimAV rating, that
sort of renoves the possibility of there being
conpetition.

MR. OKULI AR The case you're suggesting
Is a formof product hopping?

MR. BRENDT: Yes.

MR. OKULIAR So, can | turn to Dave
Kappos or others, do you have a reaction to this
and ways in which we mght be able to address the
| ssue that the Professor is raising?

MR. KAPPOS: Yes, Alex, thanks for
giving nme an opportunity to comment on that. And
thanks to the DQJ and the U. S. PTO for convening
this inportant conference. | think this is a
great opportunity. You know, | think the answer
to the issue of product hopping, as |east so far,
our deepest concern is a strong (inaudible)
requi renent to ensure that patent protection is
only provided for new drugs that really are new
and really are unobvi ous.

MR OKULI AR: Thanks, Dave. Let ne take
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a step back a little bit. | mean, do you think
that there are enough incentives for innovation
currently in the life sciences nmarket and
specifically, what is the U S. patent systems
role in incentivizing innovation including the
role attached to our subject matter?

MR. KAPPOS: Yes, well thanks Alex. So
| would tell you, and I'lIl -- 1'"ll show evi dence
of this in anonent if it's okay. 1've got a
short slide that you can queue up that
unfortunately, while the U S. patent system should
play a central role, it unfortunately has been
di sabled and is playing less and less of a role
and in fact is becoming quite marginalized in
terns of its role in incenting investnent in
I nnovati on and especially incenting the work
that's required to bring basic innovations out of
great universities like MT and Penn State and
sonme of the others that we've heard fromhere in
the last two days into the marketplace. So |
don't know Alex, if you're able to turn over to

the slide deck and | could just very briefly show
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what | would say is the effects of |ack of

I ncentivization through the patent system In
ot her words, what happens when the patent system
| eaves the playing field?

And so you can -- you can skip forward
to the first substantive slide, and what you see
here is just a quick snapshot of just a few of the
many conpani es frommany different industries that
are stepping forward and saying that the patent
systemis broken and particularly the ability to
apply what we call section 101 or a broad view of
statutory subject matter, the kind of inventions
that are included in the scope of the patent
system has been unduly constricted. Broad range
of conpani es, broad range of industries.

| f you go to the next slide, nowlet's
take a look at the data. This to ne is all very
| nportant because the subject of this conference
I's you know, life sciences and innovation, and
this panel is about the role of incentives and the
role of governnent and | will show you the role of

I ncentives and what happens when your incentives
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go away. So you see here, quite frankly that

I nvestnent is fleeing technology that's inpacted
by our constricted state of statutory subject
matter of patentable innovation in the U S
Decreases of over 80 percent of investnents noving
out of technol ogies that are no | onger protected
by patents. W'IlI|l have |ots of new skin creans,
but we wll have not very many new di agnostics as
a result of what's going on right now. And while
| Iove skin creans and |'m sure nmany ot hers do,
|'d also |ike to see diagnostics. And then [|'I]
al so mention at the bottomof this slide,
unfortunately, and this should be of interest to
the DQJ, Alex, it's small conpanies that are hurt
t he nost.

They now cannot get patents as a result
they cannot PO as a result they cannot get
access to the capital markets, and as a result
t hey cannot grow. So if you go forward, so here's
anot her | ook at the data. Venture capital funding
has dropped dramatically in key technol ogy areas,

the areas that you see at the top of the slide
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here, drug discovery, surgical devices,

phar maceutical, etc. So you know, it's a great
time if you ook at the bottomof this slice, to
have a dating app conpany, and while I'msure it's
just great to have nore dating apps out there, |I'd
also like to see nore investnents in cures for
cancer and di agnostics, inportant pharnmaceuticals,
vacci nes, we could use sone of those right now for
obvi ous reasons. And unfortunately, as you can
see, the data shows that, that investnent is just
dryi ng up.

So if we go to the next slide very
briefly, and howis that investnent drying up?
Well, the venture capital industry is voting with
Its feet. It is noving decidedly out of
technol ogy that are patent-reliant as you can see
fromthe data here with a drop in investnent that
| eads to a drop in conpetitiveness that |leads to
damage to consuner welfare, again should be of
great interest to the governnent and a great area
for policymaking and a great area for the

Departnent of Justice to get involved in, inits
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role of pronoting conpetition, conpetitiveness,
and consuner welfare. And this isn't just a
patent problem right, just because the national
conpetitiveness issue. And I'll talk nore about
that if you | ook to the next slide.

So, individual inventors, as | nentioned
before, disproportionately hurt. |ndividual
I nventors are the disruptors. They're the
creators of new paradigm dynam c conpetition now
bei ng destroyed, being driven out of the
mar ket pl ace i n di sproportionate nunbers. As you
could see fromthe data here, |'msure that runs
to the benefit of entrenched players. | do not
think it runs to the benefit of the conpetitive
process or to our nation overall.

|f you flip to the next slide, so this
conmes back to the role of governnent and what
happens to governnent. And I'Ill build on
sonet hing that Laura nentioned on the previous
panel here. Wen you see the U S. Departnent of
Heal t h and Human Servi ces runni ng headl ong away

fromthe patent system which is what the data
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here shows, and therefore, decidedly |ess
patenting in areas |like mtral valves, cardi ac

val ves, aerosol delivery of nedicine, you could
use sone of that right now, and these are areas
that we truly care about. W truly care about

| nproved cardi ac outcones, cures for COvVID 19, and
of course, guess what it neans when there are no
patents in these areas because the Departnment of
Heal th and Human Services is electing not to see
patent protection where it knows it can get patent
protection, of course it neans there's no interest
i n taking the innovation, the basic innovation
created by (inaudible) and noving it into the

mar ket place, and of course, that neans there's no
comerci alization and that neans there's no
conpetition to be had at all because there are no
products or services.

And so billions of dollars of NIH spend,
which is all great, goes to naught now because
there's no incentive for anyone to pick it up and
take it to the marketplace. |If you flip over,

"Il conclude here very briefly. So what's
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happeni ng upstreamin the patent system again,
the data. A patent filer are voting with their
feet. They're |eaving (inaudible)

MR OKULI AR M. Kappos, we are just
| osi ng your audio. Dave -- Dave we're | osing your
audio. | don't knowif you can hear ne, but |

don't know if it would be possible for you to dial

in, but I think your -- your bandw dth, your
I nternet connection is -- 1s insufficient
bandw dt h.

SPEAKER: Yes, | just nmuted him

MR, OKULI AR Ckay. Well, let ne get
Prof essor Berndt, let ne ask you. Falling onto
what Dave was tal king about with respect to China
and the dimnution in innovative activity in the
United States and patent filings | think in
particular in the United States, should we be
t hi nki ng beyond intellectual property rights to
create incentives for innovation? And if so, do
you have sone suggestions for what sone of those
m ght be?

MR. BERNDT: | think obviously patents
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pl ays an extrenely inportant role here and there
are different ways of granting exclusivity. The
FDA has obtained tools to be able to extend
exclusivity based on criteria other than patents,
for exanple, pediatric studies, studies in rare
di seases. It's presunedly possible that certain
exclusivities could be awarded for the COVID
treatnments, or for that matter, for the vaccine
Wi thout it being patented. So |I think -- | think
there are other possibilities. Yes.

MR, OKULI AR Well, thank you. Thanks
Professor. Dick Wlder, in-- in -- turn to you
In the context of the pandem c, what sort of
I ncentives have there been and what nore, if any
are required just for rapid innovation, where
there may be nore failures than successes in
devel opnent of drugs?

MR. WLDER: Yes, thank you. Thank you
very much for the -- the question, Alex. And
t hanks for the opportunity to participate in this
panel discussion. Just to say a couple of words

about ny organi zation. | tal ked about in the | ast
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panel, but CEPI, the Coalition for Epidemc

Pr epar edness | nnovati ons, anong other things, is

f ocused now on devel opi ng vacci nes agai nst SARS
COV-2, which is the virus that causes COVI D-19,
and we have 9 vacci ne devel opnent projects that
are up and running. W're working as well in
cooperation with the Wrld Health Organi zati on and
wth GAVI to set up a nechanism call ed COVAX,
which is now up and running. W have now over 150
countries that are participating in that, a
mechani sm t hrough whi ch they woul d secure access
to vacci nes once devel oped and to do so in a way
that neets price requirenents, especially in

| ow mi ddl e-i ncone countries, but high incone
countries would access vacci nes through that
mechani sm on a gl obal basis.

And a couple of things specifically to
your question about innovation in this context is
t hat you know, we -- we recogni ze the role that
the patent system plays donestically in the U S
and globally, and as we work with our partners,

whi ch include universities, governnent | abs,
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conpani es large and small, you know, intellectual
property is one of the threads that runs through
our funding for research and devel opnent and

col | aborations that we put up. You know, there's
ot her fornms of exclusivity as have been nenti oned
I ncluding other forns of intellectual property,
and you know, those play a role as well and we
manage those in our funded projects and nmanage
themin the collaboration, and they are namnaged
when it cones to this global nmechanismfor

manuf acture and di stribution.

VWhat's real ly uni que and what presents
sone chal |l enges when it cones to innovation, and |
woul d say presents sone chal l enges as well for
antitrust enforcenent, is -- is the, if nothing
else really the speed with which we're acting in
-- in the face of this pandemc. And | think you
know, we all recognize the urgency to devel op
vacci nes and get themthrough regul atory approval s
and into the market as soon as possible, you know
ensuring that the vaccines are good, they're safe

and effective and so on. And consequently, we are
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doing a lot nowin parallel that in -- in tines
before these one woul d have done in sequence. You
know, for exanple, we're standing up manufacturing
for these vacci nes even before they go through the
devel opnent process. So you know, after you have
phase one data, you then begin funding you know,
setting up the manufacturing capacity for -- for
the vaccine. And this neans that the Depart nent
of Justice and the FTC have responded well to this
chall enge, and I'I|l just nention that there's
probably a couple of things that could be done
further, but to say that you know, as -- as all of
these entities on the gl obal basis are setting
manuf acturi ng capacity, you have sone that's being
done by the conpani es thensel ves, you know,
especially the | arger vaccine conpanies. But also
a nunber of contract manufacturers, contract
research organi zations, and what's needed is a
pretty significant, pretty rapid sharing of

I nformati on about how it is that, you know, that
capacity -- what -- what capacity is available and

how t hat capacity can be managed. And you know,
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there with the joint antitrust statenent between
the DQJ and the FTC, on COVID 19, you know a
really positive statenent around | would say a
nore purpose of application of antitrust
enforcenent to enable you know t hat kind of
activity to take place. And then the business
review letters, there was one nentioned in the
| ast -- or in the discussions earlier today with
respect to the devel opnent of nedical
I nterventions such as VNAB. And you know, in that
sense, it enables the conpanies to -- to share
i nformation that you would view as preconpetitive.
You know, there's -- there's instances
where as we're dealing with conpanies that are you
know wor ki ng upstream to devel op vacci nes and then
t he conpani es downstream where there has to be you
know, sone bringing together of different
arrangenents around things like indemification
where it would be good to -- to be able to have
nore col |l ective di scussions on that, which you
know, really have nothing to do with you know,

setting or regulating or bringing on prices or --
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or market, you know, market allocation, you know
not hi ng al ong those lines, but facilitate, you
know, this process of being able to nove forward
-- to nove forward rapidly and to nove forward
rapidly, you know, in cooperation and
col l aboration with you know, all the entities that
have to be brought together.

So you know, in sunmary | would say that
you know, we are -- you know, this -- this is a
col l ective and a gl obal project endeavor, you
know, that requires significant coll aboration that
you know, existing intellectual property system
can you know, manage in a way through Iicensing
and so forth in order to ensure that you know,
t hese col | aborations can be -- can be built and
you know, can achi eve what needs to be done in
terns of devel opi ng vacci nes and provi ding them on
a gl obal basis. You know, including ensuring that
you know, certain markets, especially in the
devel opi ng worl d can be served at | ower prices,
per haps than other markets. And you know, agai n,

you know there is a fair anmount of work that's
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been done in order to ensure that the antitrust
trust systemof antitrust trust enforcenent in
particular is -- is aligned you know, toward that
results. And you know, | think sone nore thinking
can be done and |'msure after this pandemc is
over and we | ook back at -- at what has been done,
there will be sone additional steps that can be
taken in order to facilitate this kind of just
massi ve work and massi ve anount of col |l aboration
on a gl obal basis to address this gl obal pandem c.
Thank you.

MR. OKULI AR Thanks so nmuch, Dick. You
mentioned that informati on exchange and col |l ective
di scussi on of course, pronpts the question in ny
m nd about potentially antitrust issues and -- and
how we bal ance those issues agai nst innovation and
patentability and the like. So I think -- why
don't | turn to Bill Kovacic. You know, what ways
does antitrust enforcenent pronote or hanper
I nnovation in circunstances |ike what D ck
Wlder's talking about? Bill on? Bill are you

t here?
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MR. KOVACI C. Thank you, just thanking
you and your colleagues at the Antitrust D vision
and at the PTO for the wonderful opportunity to
participate in the program | think as our -- our
col | eagues have al ready suggested, one of the --
one of the prem ses to the conpetition [ aw system
and | think a lot of literature on innovation is
that rivalry can be a powerful force in inducing
firms to cone up with the better product, the
better core of business organi zation, the better
process to the trilogy that Schunpeter nentioned
in his famus work in the 1940s.

Conpetition | aw can provide a nechani sm
to ensure that new i deas do enter the marketpl ace
and are successful. Just to nention three
contributions that | think have been positive.

One has involved in a sense, policing the
Integrity of the rights granting process itself
through lawsuits fromtine to tinme that chall enge
efforts by incunbents to m slead the regul ators.
Fraud on the patent office is the traditional

concern of conpetition law. | ook at the
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experience in the 1960s with the Federal Trade
Comm ssion's case involving tetracycline where the
FDC successfully chall enged an effort by
phar maceuti cal producers to m slead the Patent
O fice about the state of the art and thus to
di stort the rights granting process.

A second is to attack cartels. One
met hod that firms have used over tinme is to use
t he gui des of cross licensing of other licensing
arrangenents basically to facilitate
cartelization. And especially a series of cases
brought by the Departnent of Justice in the 1930s
and 40s, attacking efforts by firnms globally to
establish an allocation of production areas, an
al l ocation of custoners, so much so that during
the wartine nobilization effort it becane apparent
to the Division that these cartelization
agreenents had severely inpeded the capacity of
U.S. industry to nobilize and support the war
effort after the U S. becones a participant in
Wrld War I1. These highlighted by Thurman Arnol d

In his case for the expansion of antitrust
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enf orcenent.

A third area deals wth standard
setting, and |I'lIl pick one category of standard
setting cases where U. S. Agencies have been alert
to instances in which i ncunbent providers of a
product or service have basically captured a
standard setting organi zati on and have used t hat
position to boycott or to disadvantage a firm
trying to enter the market with a newidea and to
use standard setting as a way to excl ude them by
defining specifications in a way that nade it
| npossible for the -- the entrant to get a
f oot hol d.

These are three areas in which antitrust
policy I think has played a very constructive role
i n seeking to preserve the innovation process and
It's to fulfill a nunber of the expectations that
gui de the devel opnent of the IP systemitself.

MR OKULIAR So -- so how do these --
so there is sone antagoni sm between conpetition
| aw and intellectual property, at |east dependi ng

upon who you ask. So -- so how does the root to
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that nodern antagonismplay a role in antitrust
enf or cenent today?

MR KOVACIC. | think -- | think the
exanple that | nmentioned, is where nuch of it
comes from The Antitrust Division nounts a very
power ful enforcenent programin the late 30s into
the 40s. The FTC does a nunber of studies and
their focus is on a series of agreenents, | guess
the nost inportant in the chem cal sector where
U.S. and foreign enterprises in disturbing
I nstances, U. S. and CGernman enterprises during a
period of national socialism join arnms to
basically carve up the globe, and in many
I nstances to retard innovation in specific
sectors. And this repeated exposure to how patent
| i censing served as the device to cenent
cartelization, |I think was a scarring experience
for the antitrust enforcenent officials and they
came to -- basically to equate |licensing
arrangenents in nmany instances with sinister
notives. So that when antitrust officials saw a

cluster of licenses or a cluster of relationships
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anong conpetitors in the IP space, the imedi ate
suspicion was this was up to no good. So | trace
a lot of the antagonismon the part of antitrust
people to this formative period in the 30s and 40s
when the repeated exposure to international
cartels and the use of cartels basically to
orchestrate gl obal production sales and innovation
becane the franme through which nmany conpetition
officials regarded the I P systemand in
particul ar, regarded the rights granting process
as deficient inits failure to properly police the
application of standards for patentability.

In the 1940s when the tenporary Nati onal
Econom ¢ Conmmi ssion issued its report on
conpetition |aw, one of their main thenes is we
need a dramati c upgrade in the resources and
capacity of the patent rights granting officials
to do their job in a way to ensure that standards
of patentability are foll owed and mai ntai ned, and
in fact, a distrust of the right granting process
and a distrust of industry in the way in which

they use licensing. That attitude carries forward
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a |l ong ways.

MR WLDER: But Alex, this Dave. If |
can reenter the discussion now. | think if you --
that's all very interesting history going back to
Wrld War 1, but if you fast forward about you
know, 80 or so years, the current tines, |ook at
the current admnistration. You guys have done a
great job of seeking harnony between intellectual
property and antitrust, and | ook at the standard
setting industry as a -- as a prine exanple where
the DQJ has been | eaders in explaining that a
strong patent protection is an enabler for setting
good standards and ensuring that innovations nake
their way standard. So while there may have been
sonme historical issues, | would tell you | don't
see any tension in the current adm nistration
bet ween strong intellectual property rights and
antitrust enforcenent. But one other thing I
woul d nention is that you know, if there's any
recognition, and this is also positive, it's that
t he patent system has becone unduly weakened by

constituents who seek to weaken it in order to
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support other kinds of business nodels, and |

t hi nk great support by the DQJ, working with the
US PTOto sure up the need for an inportant and
a strong patent system

MR OKULI AR Thanks, Dave. Let nme --

that's a -- that's a good perspective and let ne
ask Alden as well. Alden, you know, do you -- do
you -- how do you see the -- the sort of interplay

bet ween conpetition law and intellectual property
today? Do you agree with you know, Bill's

I nsights that there was this early antagoni smt hat
was caused by these events back in the 30s, 40s,
and 50s that carry forward for particul ar decades?
And what do you think the situation is |ike now?
Do you agree with Dave that the situation these
days is one of -- of greater harnony across the --
across the two spheres?

MR. ABBOIT: There is greater harnony
and | agree with Bill that historically his
concern about |icensing arrangenents, particularly
as including restrictions. That |asted through

the 1970s, the Justice Departnent in fact
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propounded the lid of so-called nine no-no's of

| i censi ng agreenents |ike exclusive |licensing and
various sorts, grant backs, and so on, that is --
will likely live to antitrust prosecution. Now,

t hat changed dramatically under -- under the Regan
adm ni stration, which propounds sort of economc
efficiency justifications or patent |icensing and
| eads really to the adoption of guidelines in
1995, which were reiterated, slightly tweaked in
2017, which basically have three major principles
and the antitrust agencies agree. The three
principles in |ooking at I P |icensing arrangenent
Is one, to apply the sane anal ysis to conduct
involving IP as to other forns of property taking
I nto account the specific characteristics of a
particul ar property right. So just as you have
generally favorable treatnent of vertical
restraints, licensing wwth all vertical restraint.
Two, not to presune that IP and in particular,
patents, create nmarket power in the antitrust
context. Often you have conpeting patented goods

or processes for exanple. Three, recogni zing that
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|P licensing allows firnms to conbine conplinentary
factors of production and (inaudible) is generally
proconpetitive. | think that's certainly a state
of the art when it cones to the general |icensing
| ssues. Now that doesn't nean as was pointed out,
It mght not be situations and it's naking

(i naudi bl e) where licensing m ght be used to

facilitate a -- a cartel. You always have to | ook
at the hard facts of a particular case, but -- but
I n general, basically vertical licensing is not a

cover for collusion, explicit or tacit generally
wi Il be | ooked at fairly favorably. So | -- |
certainly agree also with Dave that we have to be
very concerned about innovation and certainly no
argunment fromne that strong patent system
supports innovation and supports that by pronoting
dynam c conpetition by strengthening property
rights and often incentivizing new products and
processes fromentering the nmarket.

MR, OKULI AR Thanks, Alden. So taking
and offering a -- I'msorry, go ahead, is that

Bill?
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MR KOVACIC. Yes, | was just saying

that in -- | don't disagree with Dave's
description of the nodern -- nodern path.
Basically, | -- | finished ny own review of

Casabl anca that left out the l[ast 10 m nutes, but
the -- the -- the -- another thing I'd add from |

t hi nk the experience of the U S. Antitrust
agencies is that they've seen ways, to go back on
t he previous panel, how a variety of other
government policies deeply influence the

I nnovation process. The use of public procurenent
resources as a direct source of R& funding is a
stimulus for new entry and conpetition. The entry
space act says a very successful participant in

t he | aunch service vehicle sector is a testanent
to how choi ces made by public purchasing officials
can provide a path for new firns to cone in. And
there are a host of exciting experinents taking

pl ace at the Departnent of Defense, which in many
ways use prizes for innovation as a way to elicit
new i deas and in sonme ways an expansi on of product

devel opnent efforts by firns. | think we're
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seeing in a couple of areas how the governnent it
realizing in a nore direct way, by the way in
which it structures its purchase of goods and
servi ces, can have a mgjor inpact on innovation as
well. That's certainly sonmething that's conme into
the Field D vision of the FTC

MR, OKULI AR Let ne get thoughts on --

thanks, Bill, and thanks for -- for conpleting us
Casabl anca for us. (laughter) So -- so, let ne
ask, howis the -- the role of an enforcer? O

how is the antitrust enforcenent fundanentally
different fromregulation. And Al den, naybe you
want to comment on this first, but you know, how
much regul ation as conpared to conpetition
enforcenent is needed? Were do we find that
bal ance to keep in particular life sciences market
mar kets conpetitive?

MR.  ABBOTT: Can you hear ne?

MR OKULI AR:  Yes.

MR. ABBOTT: That's good. Cearly
safety and efficacy regulation are inportant in

|ife sciences area, FDA tech regulation. However,
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that's very different than econom c regul ati on,
which tends to set up ex ante command and control
rules often restricting entry or affecting
pricing, basically affecting a way a firm can
distribute its products in the marketpl ace,
historically associated with so-call ed natural
nmonopolies like electricity transm ssion,
generation, telecommunications, transportation.

O ten, however, those supposedly natural nonopoly
| ndustries turn out wth because of new

t echnol ogi es, no longer to be natural nonopolies
but regulation lingered. And sone of it is a
problemw th political capture. Economc

regul ation in ny view was not a good nodel unlike
ot her forns of health and safety regulation, for
|ife sciences. They tend not to be natural
nmonopol i es and i ndeed, attenpting to have econom c
regulation in this space, through rigid rules, is
an antithetical point |I cross. So it's an exposed
anal ysis of particul ar circunstances, whether
particul ar |icensing arrangenents or a paynent

bet ween a patent hol der and a potential generic
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I nfference. There -- you need to be able to | ook
at the hard facts of the specific case in order to
determ ne whet her conpetition is likely to be
| essened. Ex ante regul ation doesn't take that
I nto account as well, so again, while the right
kinds of regulation are -- are fine and conpli nent
antitrust, indeed safety and efficacy increase
conpetence in the nmarketplace and they're very
I nportant, that it's not at all the case of
economi c regulations. So ny -- ny instinct woul d
be this is around the world in the area of
pl atforns and other areas that seemto have an
I ncreased interest in ex ante regulation. That is
-- pronotes stagnation and -- and | ack of
I nnovation and is inconsistent wwth the idea of --
of conpetition being pronoted.

MR KAPPOS: |If | could comment just to
-- to add on to what Alden said, | couldn't agree
nore with all of what Alden said. | would also
menti oned you know on the international point that
Al den articulated at the end, we've seen so nmany

I nstances of U S. regulatory statenents ex ante

Ander son Court Reporting -- 703-519-7180 -- www. ander sonreporting. net



Li fe Sci ence Wbi nar day 2 Page: 127

1

2

10

11

12

13

14

15

16

17

18

19

20

21

22

statenments being msinterpreted or m sapplied or
ext ended overseas in other countries to nmake the
antitrust law then a tool of you know gover nnent
mani pul ation in order to chanpion the interest of
| ocal entrance to the disadvantage of consuners
and the conpetitive process that it -- it just --
it's turned out to be very dangerous to go out
Wi th broad ex ante regul ation.

MR. OKULI AR Thanks, Dave. Bill, let
me just ask you very quickly, where do you find
t he bal ance here in terns of regulation and
enforcenent to incentivize innovation?

MR KOVACIC. | just, first | -- 1 -- it
Wi Il be nice to have sone tine to debate specific
exanpl e of what Dave has in mnd. That woul d be
an interesting discussion to have, that | don't
think we're going to have here. But | -- | think
a crucial foundation for making all of these
judgenents is a deeper awareness of what has taken
pl ace in the marketpl ace, especially as a
consequence of previous public policymaking. And

this is an area where the FTC in particular has a
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di stinctive capacity to study the effect of policy
choi ces nmade before. A lot of effort has been
made in the last 20 years to adjust the rights
granting process. |t would be interesting to know
what the specific effects of that have been. It
woul d be interesting to know nore in nore detail
what the effects of interventions designed to deal
with the specific patent |icensing or patenting
activities have been. And in effect to devel op
nore of a conpetition |aw biography in specific
sectors, to get a better idea of what's hel ped or
what's hurt. So | see a -- | see a crucial input

I nto nmaki ng these judgnents and | agree with

Al den's framework, is a better idea of what's
taking place in the marketplace, and that's where
| would say if we're demandi ng sonething in public
pol i cymakers, whatever policy tool they want to
use, this investnent in know edge is a cruci al
foundati on for making those judgnents and | would
just exhort especially the FTC to use this

di stinctive capability that it has to informthe

policy debate.
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MR OKULIAR Bill, thank you so nuch.
|"'msorry, Dick? Yes, Dck.

MR. WLDER: Yes, just -- just one point
to nmake and just to you know, it would be to shift
the conversation a little bit and tal k about you
know, sonething that's quite simlar to what was
tal ked about in terns of econom c regul ation,
contract regulation, and so on, and that is to say
that in the space that I work in, which is gl obal
public health, there has been a ot of efforts
over the years to inpost certain standards or
norns in ternms of howintellectual property should
be licensed, not necessarily because of concerns
about conpetition |aw or antitrust |aw, but rather
out of concern that certain markets need to be
served in a certain way. So |ow incone narkets
for exanple need to have access to pharmaceutical s
and vaccines at | ow price because they have | ess
of an ability of purchase. Wat -- what's
happened, the sort of evolution of that thinking
over time has been shifting away from havi ng you

know real, specific inposed ex ante notions about
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how i ntell ectual property should be licensed, but
rat her focusing on the result achieved. And you
know, the work that |I'm doing now at -- at CEPI,

| ooki ng at gl obal devel opnent of vaccines, gl obal
procurenent distribution and utilization of

vacci nes, the focus is on assuring that all
markets will be served and served at the sane tine
at least initially so that there isn't any tine

| ag between vaccines that are available in high

I ncome countries to those in |ow incone countries.
And for the pricing discussions, you know,
ensuring that price is not an obstacle, you know
for those that need COVID 19 vaccines to be able
to get themto address this gl obal pandenic.

And so rather than starting you know at
the outset with sonme specific notion about whether
patent should be |icensed excl usively,
nonexcl usi vel y, whet her you know each agreenent
that you enter into should have certain terns of
conditions that are like boiler plate included.
The focus is on the result, you know, what is it

that is agreed as the right result in terns of
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time of availability, scope of availability,
mar ket server prices and so on, and them cone up
Wi th an arrangenent, you know, in the individual
cases both with the countries that are receiving
the vaccine as well as the conpanies that are
produci ng and maki ng them avail able. And so just
to say that, like | say, in a different context
sone of this, the concept that have been talked
about here, | think they're comng to the sane
concl usi on you know, that there is nore of a
di soriented focus you know, rather than a -- have
a fixed notion at the beginning as to how things
shoul d be managed froman intell ectual property
and intellectual property |licensing perspective.
Thank you.

MR. OKULI AR Thanks, Dick, and thanks
to all our panelists. Really appreciate it.
W' ve reached the end of our tine. Thank you to
t he audi ence and take care everyone. W're
adj our ned.

M5. DI XTON: Thank you everyone. |

think we had a break schedul ed right now but |
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think we're going to go directly into our next
panel since we're running a few m nutes behind.
And | think it's a nice segue into our next
session, given that we've been tal ki ng about how
conpetition, enforcenent, and regul ati on can

| npact innovation. W're going to transfer nowto
tal k about how antitrust risks cone into play in
col | aborati ons and how col | aborati ons can -- can
be both successful and proconpetitive. And we
have sone very distingui shed panelists with us
that have a | ot of extensive experience in
counseling clients about antitrust risk and

col | aboration and I'mvery pleased that they were
all able to join us here today. And |I'mgoing to
go ahead and i ntroduce them and then start off the
panel wth sonme questi ons.

So |l would like to first introduce
WIlliam D az, who recently joined Argen as Seni or
Counsel. WIIl, are you -- are you wth us here?

MR DI AZ: Yes.

M5. DIXTON:. Geat, yes. So WII

recently joined Angen as Seni or Counsel, but
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before that he litigated and counseled clients on
nunmerous antitrust issues including nergers and
def endi ng clients agai nst gover nnent
I nvestigations and he has extensive experience at
the (inaudible) in both antitrust and intell ectual
property including with respect to standard
setting and |icensing issues and in the biotech
and pharnmaceutical space. So | welconme WIIl here
t oday, so thank you for joining us.

We al so have Andrew Finch, who is the
Co-Chair of the antitrust practice group at his
law firm Paul Wiss, and he recently rejoined his
firmafter working wwth us here at the Antitrust
Division. It was wonderful to work with Andrew
for quite a few years. He was the Principal
Deputy Assistant Attorney Ceneral and al so the
Acting Assistant Attorney General, and in those
roles he really was involved in all aspects of The
Division's work in both the crimnal and civil
role that we play in antitrust enforcenent, and he
was al so involved in nuch of our litigation and

appeal. So we're very pleased that Andrew coul d
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conme back to The Division and participate in this
panel . Thank you, Andrew.

Next, we have Luba G eenwood. Luba are
you also able to -- can you just say hello to
everyone, so we know that you' re here.

M5. GREENVWOOD: Hi, hello, you can hear
nme, great.

M5. DI XTON: Thank you, Luba. Thank you
for joining us today. Luba G eenwood, she has
very -- a -- |like many -- has many hats and has
vast experience in the biotech industry. She is a
veteran biotech and tech investor. She's built
conpanies fromthe ground up. She's served in
many rol es including an executive at Google Life
Sci ences. She al so has served as the Vice
Presi dent of G obal Busi ness Devel opnment and MNA
at Roche. She currently lectures at Harvard
University in the field of Engineering and Applied
Sci ences, and she's a Senior Advisor to the CEO at
t he Harvard canpus, so we're very pleased that she
could take this tine today.

And | ast but certainly not |east, we
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have Charl es "Chuck" Loughlin, who is a partner in
the Antitrust Conpetition and Econom c Regul ation

Group at Hogan Lovells, and he's had nore than 25

years of experience in antitrust work in both the

public and private sector. He was at the FTC for

quite sone tine as FTC (i naudi ble) counsel, and in
that tinme, he was awarded the FTC Award f or

(i naudi bl e) Service while at that agency.

So | thank you to everyone for being
here today and taking the tinme to (inaudible), and
|"mjust going to start off the panel with a
question to Andrew, and | wanted to ask what
really nmakes a col | aboration or joint venture in
the |ife sciences sector both successful and
proconpetitive. This is the section we're | ooking
at today. And can you just stress sone of the
hal | mar ks of proconpetitive collaboration?

MR. FINCH. Sure. Thank you, Jennifer
and the Antitrust D vision and the PTO for the
invitation to participate today. |It's great to be
back at the Antitrust Division virtually, at

| east. "1l start with the hall marks of a

Ander son Court Reporting -- 703-519-7180 -- www. ander sonreporting. net



Li fe Sci ence Wbi nar day 2 Page:

136

1

2

10

11

12

13

14

15

16

17

18

19

20

21

22

successful joint venture because |I think it really
boils down to three things. One of themis an
efficiency enhancing integration, the bringing

t oget her of conplinentary assets that can have the
prospect of enabling the participants in the joint
venture to increase output and reduce prices,

I nnovate faster, inprove quality, bring products
to market nore quickly.

The second key el enent is clear
boundari es, an understanding of what's in the
joint venture, what's outside the joint venture,
and boundaries in other regards too, like the
t enporal di nension, when its duration is, how | ong
it's going to last, what the partners are going to
do, where they're going to do it. The geographic
di mrensions, that's crucial. And then | think the
third elenent for an effective joint venture
col | aboration are safeguards or nechanisns to
pol i ce those boundaries, how you make sure that
the joint venture stays on its rails and doesn't
go off the rails, as people are fond of saying,

and how t he questions about the operation of the
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joint venture can be answered, how they can be
policed, how their risks of collusion are
m nim zed, and the joint venture is enabled to
fulfill its promse without -- wthout having
anticonpetitive effects. Those are really the
three | think, key elenents of a successful joint
venture. And in the life science sector, the
prom se of joint ventures is particularly great, |
t hi nk because you have the opportunity to bring
t oget her peopl e who have technol ogy, who have
| deas, but don't have the ability to nonetize it
or comercialize it, manufacture a product or get
regul atory approval. You can bring those people
together with people who have those abilities. So
maybe a snmall firmthat has technol ogy but can't
manuf acture is brought together with a firmthat
can manufacture and has experience bringing things
to market and distributing.

And so the -- the potential inlife
sciences in particular is extraordinary and it's
brought to fruition through joint ventures often.

Qoviously, the key thing we're all tal king about
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and have been tal king about all day is sort of
what does the pipeline ook |Iike? Wat is the R&
pi pel i ne and how do we best set up our regulatory
systemto enable the pipeline to be productive and
new products keep comng out of it year after
year? And you do that by reducing the risk for

I nvestnent, and joint ventures can do that. They
can reduce the risk and nake it |ess risky than
say, an all out acquisition and they can enable
firmse to cone together and achi eve efficiencies

wi t hout having to be acquired and everything that
comes with that. And the agencies have done a
terrific job, I think, in tw ways in resulting
that over the years. One of themis the
Conpetitor Col |l aboration Guidelines in 2000, and
the other is the business review process, which I
appl aud the Justice Departnent for what it's done
especially during COVMIDwith the -- the business
review | etters that have conme out very quickly to
enabl e collaborations in order to -- to facilitate
products bei ng manufactured nore quickly or

equi pnent being distributed nore effectively.
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MR. DI XTON: Thank you, Andrew. Wbuld
any of our other panelists like to add a few
t houghts to what Andrew told us about
proconpetitive coll aboration and the el enents that
go into nmaking sure col |l aboration stays
proconpetitive?

MR. DI AZ: Sure, can you hear ne okay?

M5. DI XTON:  Yes.

MR. DI AZ: Ckay. Yes, just to echo sone
of the coments Andrew made about you know, life
sciences industry being a particularly good one
for proconpetitive effects of collaboration, |
t hi nk you have a variety of things that work well
in this industry. One is, and | think Andrew
touch on, the conplinentary capabilities that the
conpani es have. You can have one that has a
particul ar experience in a certain space, maybe
wth respect to regul atory approval s or
manuf act uri ng, and anot her may have you know,
experience in comercialization or -- or other
aspects. You al so have the benefits of risk and

cost sharing. This is an industry where there's
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high failure rates for these products, especially
in the biologic space, so they're very difficult
to make and so to be able to share ny thoughts and
really can hel p conpani es continue to devel op
products.

| think you also find that this hel ps
conpanies fill portfolio gaps, which are sonetines
essential to have a full portfolio when you're
negotiating with payers and ot her players in the
-- in the industry. And -- and there's things
such as conbi nation therapy where you have
| ndependent products that each work that can work
better together. And so collaborations in that
area are -- are very inportant.

M5. DI XTON: Thank you, WII. | want to
address a question to you now just building on
that. So if you're collaborating and you're a
| ar ger bi ot echnol ogy conpany or pharmaceuti cal
conpany, how do you -- what are the nost
significant antitrust risks that you m ght save
and how to you navigate those fromthe conpany's

per spective?

Ander son Court Reporting -- 703-519-7180 -- www. ander sonreporting. net



Li fe Sci ence Wbi nar day 2 Page:

141

1

2

10

11

12

13

14

15

16

17

18

19

20

21

22

MR DIAZ: So, | like to take a step by
step approach on these collaborations. The first
thing you start with is can this collaboration
happen. You know, because you've | ooked at it
fromyou know, a sort of nerger guidelines
approach. You know, are the products that are
going to be part of the collaboration conpetitive,
and, you know, if so, are they early in the
devel opnent pipeline or are they actually
commerci al products. You know that, that's the
key question because the earlier they are, the
| ess -- the less concern there would be froma --
you know, froman antitrust perspective.

You al so have to | ook at the market
share of the parties, how concentrated the market
Is, and -- and if you get confortable with all
that, then you can you know, nove forward wth
sone of the, you know, the other issues that ']
tal k about in a second. But even if the products
aren't conpetitive, you also have to | ook at
whet her the parties thenselves are conpetitors in

ot her states, because that can create sone | SsSsues
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in terns of the information flow that can be
difficult to manage and -- and in sone cases, you
can address themand in sone cases it may not be
worth the effort because of the significant issues
that can ari se.

You al so have to | ook at the function of
the collaboration, if it's going to be an R&D
col l aboration for instance, those are highly
proconpetitive and usually don't raise the types
of antitrust issues that other commercial types of
col | aboration can raise. You really have to
under st and what -- what the collaboration is going
to be doing. |If it's going to involve sal es,
mar keti ng, manufacturing, those are areas that can
get into sensitive antitrust issues and so you've
got to be aware of those.

| f you are going to have a coll aboration
that invol ves those types of issues, then you
really have to ensure that it's an efficiency
enhanci ng and proconpetitive venture. You -- you
have to make sure that there's sonething new

that's going to be devel oped and sonething that's
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going to require neaningful integration anong th
parti es because you don't want sonething that

| ooks like it's just covering up what woul d

ot herwi se be a naked, you know, a price fixing
arrangenent or nmarket allocation schene or
anything like that. So you really want neani ngf
col | aborati on between the parties and the

gui delines. The conpetitive collaborations

gui del i nes tal k about that.

e

ul

The next step | would say is then you' ve

got to understand what are the coll ateral
restraints that are going to be inposed by the
col l aboration. And these are often necessary.
you coul d (inaudible) there are going to be sone
types of restraints that they have to agree to,
t he make col | aborati on work. And you have to
ensure that those restraints are reasonabl e and
narrowmy tailored and -- and -- and aid in

achi eving the proconpetitive aspects of the

col | aboration. A very comon one is that the
parties agree not to conpete with the

col laboration itself. If it's devel oping a new

| f

to
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product, that their efforts are focused on that
and not on devel opi ng sonet hing el se outside of
It. And those are often upheld, but you can have
situations where the parties already have sone
products and that can -- that could raise sone --
sone concerns. You know, you don't want sonebody
shel ving a product because of the coll aboration
especially if it's in a concentrated space. So
you' ve got to watch out for whether those
restraints go too far, especially the ones that
are nentioned in 310-ers where the parties for
that venture agree to not conpete with each ot her
on standal one products, not even on the venture
I tself.

So you have -- you have to be caref ul

about those collateral restraints. And then

finally, I think you have to have sone information

flow guidelines or restrictions in place. You may

need firewal |l s depending on the relationship of

the parties in the marketplace if they're

conpetitive today so that the key people that need

to understand the information to make the
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col | aboration run effectively have access to that,
but that, that information does not flow to other
areas that could involve you know, parties that
are ot herwi se conpeting on a day to day basis.

M5. DI XTON: Thank you, WII, and I
want ed to ask Chuck or Andrew who counsel clients
inthis area, if they have anything to add to sone
of the safeguards and ways to navigate risks that
W1l shared with us.

MR, LOUGHLIN: Jennifer, | just have one
t hought, and | |ike everything WIIl said, but |
woul d just add one point which is that it's very
| nportant that you nmake sure that your docunents
are really clear about what it is you' re doing and
what you're not doing, how that information is
going to be shared, what wll be shared, what
won't be shared, so that there's no anbiguity
bet ween the parties and that there's no anbiguity
| ater on when soneone's | ooking at your docunent.

MR. FINCH: To build on that for a
nmonent, it's also inportant that the docunents,

not just the joint venture agreenent, lay all
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these things out with clarity, but can also be
very inportant that the business people who are
I nvol ved day to day once the joint venture is up
and runni ng, have cl ear plain | anguage
expl anati ons of what they can and can't do. And
soneti mes those docunents can be as basic as
saying, look, red light, don't do these things,
green light, you can do this, yellow light, if you
have any questions, call counsel. R ght? So that
they're clear guidelines that acknow edge t hat
sonetines there are hard questi ons where you need
to pick up the phone and call counsel to seek
addi ti onal gui dance about the operation of joint
venture, and that's the best way you can get
people to pick up the phone and call and get sone
addi tional guidance. And this can happen years
after a venture has been put in place. A new
guestion will conme up about a new product or a new
geogr aphic area, and that can be very hel pful.

M5. DI XTON: Thank you, Andrew. |
wanted to turn to Luba, because Luba's worked with

you know, sone snaller biotech conpanies and
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wanted to get her perspective on what's an
efficient collaboration for a smaller conpany, and
then what kind of antitrust concerns would that
conpany have in maybe partnering with a | arger
conpany, |arger pharmaceutical conpany to bring it
up to nmarket and engaging in research? So can you

share your perspective with us?

M5. GREENWOOD: Sure, happy to. | do
want to say, Andrew, | love the -- the light idea
with the red, yellow, and green. | can attest

t hat busi ness people do want them They get a
little confused with the yellow, but they would
like to be green nost of the tine and say, oh
yel |l ow ki nd of neans green and you say -- and it
depends. Those that drive through the yell ow

| ight usually that neans it's green to them and
those that stop, it's ared to them (laughter)
So it's an interesting one to navigate, so thank
you for that perspective. | think that really for
busi ness people that are starting, even just
starting fromthe term sheet when you have to be

aware and cogni zant of antitrust issues as you're
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putting things in paper and start sharing

I nformation, having that yellow, green, red right
up in front is extraordinarily inportant. So |
absolutely agree with that.

Fromthe small biotech perspective, | do
want to say that the world has changed actually
quite a bit, even in the last 5 years for
col | aborati ons between bi otech and pharma
conpani es. \Wereas we used to do quite a bit of
joint ventures and nostly between | arge pharm
conpanies, quite a bit of acquisitions in stage 3
and comerci al assets, today, the world is very
different even than 5 years ago. So we -- one of
the reasons for that is if you | ook over the | ast
10 years, returns on R&D for pharnma conpani es have
dropped significantly. Their internal
devel opnent, also as Andrew was nentioni ng, you
have to | ook at the pipeline, internal pipeline of
phar ma conpani es, has becone quite inefficient and
it's producing a ot |ess innovation and at the
sane tine at a higher cost. So as a result of

that, pharma has started | ooking externally to
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bi ot ech conpani es for innovation and al so
partnering earlier and earlier in the R& process.
So fromthe biotech perspective, it's you know,
the best type of collaboration with the pharm
conpani es today, it's actually an acquisition of
an early asset, so an early clinical devel opnent
asset, so way before phase 3, or you can say
clinical or collaboration with -- with terns for
-- for acquisition, stage acquisition |ater on.
You know, MNA who are predom nantly as |
mentioned wth assets in phase 3 before, but as
we' re noving now and bi otechs are being acquired
at an earlier stage, again, it doesn't nean that
they are being acquired at a cheaper rate.
They're actually, the valuations are increasing
hi gher and higher, so it's actually becom ng very
expensive to acquire biotech conpanies that are
clinically -- that are comercially, already have
comrerci al assets. So that actually decreases
many of the antitrust concerns that you had
before, previously before this shift had happened.

And foreign biotech conpanies really have, and the
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ot her panelists were just tal king about the
conplinmentary capabilities, that is absolutely
critical. However, that -- the conplinentary
capabilities have changed as well. Basically, the
bi otech main strength is in early regurg in
finding novel targets and (inaudible). 1It's
really not in the regulatory commercial or even
manuf act uri ng space, and whereas previously

bi ot ech conpanies would turn to pharma for their
commerci al strengths and their commerci al
capabilities and know edge to distribution and
sal es power, or even for funding, today they
receive a lot of lifeline funding from big pharm
conpani es. Again, there is so nuch noney that's
been raised both in venture and public funding,
and that's avail abl e even today during COVID tines
to biotech, but what they really ook at and rely
on pharma for is reqgulatory expertise throughout
the entire clinical stage, and now nore

I nportantly in manufacturing expertise. And the
reason for that is because biotech conpanies are

now focused on discovery nostly of |arge nol ecul es
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and al so new nodalities such as for exanple, gene
t herapy, antibody therapy, and they require very
difficult and actually highly I P protective
proprietary manufacturing processes. This is
wher e pharnma conpanies offer really their true
value to biotech, so there is a lot of
conplinmentary activity.

And then al so, MNA is now | ess about
sort of commercial for pharma conpanies. It's all
about kind of |ocking up those key nodalities and
platforns. | know there's been sone di scussion on
ot her panels previously before this one throughout
the day about platformstrategies. And this is
again, very conplinentary because that is where
bi ot ech conpani es have been built very
conpr ehensi ve technology platforns internally and
what's good now is that they can utilize those to
di scover conpounds not just in a particular
I ndi cation where they did that before, but ideally
in multiple indications. So the kind of
col | aborations that they're doing nowis

partnering up different assets neeting different
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I ndications in that platformon an exclusive basis
with different pharma conpanies. Again, on an
excl usive basis you have to be -- you have to be
careful there and ensure you're thinking about
sone of the antitrust concerns even if it's just a
col l aboration. For this reason, the way they
usual |y partner up your platformon basis of
exclusivity and different therapeutic areas is you
do an analysis, you do a | andscape anal ysi s of

I ntell ectual property, an internal pipeline to big
pharma, and then you choose basically the player
and the one that has the highest, the wdest IP
portfolio on that particular indication. So
that's sonething that could be hel pful.

M5. DI XTON: Thank you, Luba. W
appreciate that. | wanted to turn now unl ess --
unl ess anyone has sonething to add to Luba's
remarks, | wanted to nove to chat a little bit
about our business review letters in this space
because they have cone up during the day today and
you know, one in particular has to do wth

nmonocl onal anti bodi es and getting those to
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pati ents and ways to col |l aborate to do that. And
the letter that we -- the collaboration that we
reviewed really had to do wth information
exchange and a manufacturing capacity in order to
facilitate once the nonocl onal anti body was
approved and safe and effective. You know, how
woul d that manufacturing take place at the |arge
scale? And so we reviewed a proposal on

i nformation that woul d be exchanged between
conpetitors to facilitate information and
capacity. And, | wanted to ask WIIl first and

t hen ot hers, how do you avoi d having you know, an
I nformati on exchange that is -- that is you know,
appears to be proconpetitive? How do you avoid
havi ng any spillover happen? So you now are
exchangi ng information on -- on things that woul d
rai se concerns |ike you know, cost of supplies or
custoners or you know, other areas where you know,
you didn't intend originally to exchange that

I nformation but, all of the sudden, how do you
avoid getting there and -- and getting on the

shelf, as we said earlier? WII, wll you outline
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and then we can nove to others.

MR DIAZ: Sure. Well first | just
wanted to commend the Antitrust Division for
agreeing to do these business review letters on an
expedited basis. They're extrenely useful tools
for businesses and for practitioners and you know,
during a pandemc to be able to have themin as
qui ckly as seven days or less is -- is great. So
we really appreciate that. And -- and -- you know
In this specific business review letter that you
menti oned i nvol vi ng nonocl onal anti bodi es t hat
coul d be used for treatnment of COVID, there, as
you can i nmagi ne, you have a situation where we
need to have new drugs tested and devel oped very
qui ckly and have themready for distribution to
patients even before you know if the product is
going to be approved or -- or effective. And so
that letter in particular, the parties were
t al ki ng about sharing capacity information. That
was critical to that exercise and in (inaudible)
that wiwth the restrictions that were put in place

on -- on -- on not sharing pricing information,
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not sharing capacity information outside of the --
what was you know the COVID rel ated treatnent, the
DQJ was confortable with that and you know, and |
think that shows you an exanpl e of where sonething
that's conpetitively sensitive information that
conpetitors otherwi se wouldn't share but here is
relatively lowrisk and -- and has a very
proconpetitive purpose. And indeed, you know,
Angen has entered into collaboration with Eli
Lilly where you could see that Angen is wlling to
provi de manufacturing capacity to Eli Lilly as
they have a promsing -- a product that we -- we
know that is going to be a great need for capacity
on the actual product. So that's technical

col | aborations that we're seeing in this space and

that | believe are proconpetitive.

In terns of what you can do to -- to
ensure that -- that these you know efficiency
enhanci ng adventures don't go sour and -- and turn

into things that can raise anticonpetitive issues,
| think there's -- there's a few things in m nd.

First, you have to have a very clear charter of
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what the collaboration is going to consist of,
what is -- what's going to be included in it and
what's not. And | think Chuck nentioned that
earlier, but that's really inportant that you | ay
that out at the front end. And you have to
anticipate that the -- the nenbership in the
col l aboration is going to change over tine, and so
you want to train the people that are -- that are
init at the noment, but also future nenbers as
they arrive on what these issues are so that you
have a -- you know, a -- a seamnl ess handoff of the
-- of that charter basically.

Nunmber two, | think you should expect
that the -- the -- these coll aborations w |
evolve. Things are going to cone up that are --
t hat are unexpected and so you want to ensure that
when busi ness peopl e or engi neers, technical
peopl e are involved, that their working closely
Wi th counsel to ensure that they're scoping out
any potential antitrust issues so that you can you
know, stay clear of themor -- or figure out ways

to address them
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Third, | think there's -- there's a, you

know, a bit of a -- a nundane issue here, but |
think it's having a neeting agenda, you know.
These col | aborations regularly neet or have
conference calls and I think when -- when you can,
you shoul d have a (inaudible) that |ays out what
are the issues that are going to be tal ked about
so that these organi zati ons and the peopl e that
are part of the coll aboration can stay focused on
t hose i ssues and not venture off into areas that
may -- they may not even realize can create
antitrust concerns.

Finally, | would say you should try to
scope out as nuch as you can at the front end
potential issues that can arise. And of course,
you can't think of all of them but we've had a
| ot of collaborations in this space and others
where we've seen things that have happened and so
I f you can think about how you address those at
the front end, | think you're going to be in a
better -- better place. Things |like you know, if

-- if one party devel ops a conpeting product
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outsi de of the coll aboration, what happens? Does
that -- does that product becone part of the

col | aboration or does the coll aboration end or --
or do firewalls get erected to deal with

i nformation fl ow because now you' ve created a
conpetitive situation? So trying to think about
those things and |laying out a framework for howto

address themis pretty critical.

M5. DI XTON: Thank you, WII. Anyone
el se want to nake sone comments, too? 1'll ask
Chuck about you know, there -- there were sone

saf eguards not only in the nonocl onal antibodies
busi ness review letter, but in sone of the others
that we had issued in this area that have to do
with PPE distribution and pharnaceuticals. Now,
there were sone safeguards that the parties agreed
toin those letters, and I'mwondering if you
could tell us you know, how t hese saf eguards m ght
apply nore broadly outside the pandemc, if they
do.

MR. LOUGHLIN: Thanks, Jennifer. First,

let me start by -- by echoing WIIl's point to
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commend the DQJ for working so hard to get these
busi ness review letters out so quickly. | think
they're usually helpful to the industry. And I

t hi nk when you | ook generally at the business
review | etters that cane out in COVID, the key

| esson that you see is that if the fundanental

best practices that have been tal ked about in this
presentation that really do apply and that apply
whet her you're in COVID or not in COVID. And so,
for exanple, the inportance of having well defined
proconpetitive goals for your collaboration and
docunenting in your materials those proconpetitive
benefits, docunment the proconpetitive benefits

t hat you expect to achieve, how you' re going to
achi eve them why you'll achieve themthrough this
col l aborati on and why you coul dn't achi eve them

wi t hout the collaboration.

Second, be very clear in the docunents
about what the collaboration will do and what it
won't do. So for exanple, as WII| discussed, talk
about the information, the types of information

that you will share and what you won't share.
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That was very clear in the nonoclonal antibody
letter. Talk clearly about what activities you're
going to coll aborate on and what you will continue
to do unilaterally, and things that you wll not
col | aborate on. Al of the letters sort of nake
t hose things clear and that gave confort to DQJ
that it was clear what was going to -- what the
scope of the coll aboration really was.

In that sane regard, what you see
t hroughout the letters is the inportance of
keepi ng the col |l aboration tailored to what is
necessary to achi eve the proconpetitive goals. So
you see in the COVID exanpl es, you see them all
saying that they're only going to apply during the
tinme period of the COVID pandem c, certainly in --
i n collaborations outside the pandem c issues you
woul dn't have that specific duration, but you
woul d have a duration that is only so long as is
necessary to achi eve the proconpetitive benefits
of your coll aboration.

Second, | guess, finally, docunent the

benefits you achieved. That's really inportant to
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make sure, nake clear that you did in fact do the
t hi ngs you said you were going to do and -- and
docunent them And then | -- | did skip a |ine,
which is the safeguards. You nentioned, Jennifer,
saf eguards, and you see throughout the letters the
| nportance of stating clearly the kinds of things
that -- that the parties are going to do to
mnimze antitrust risks. So for exanple, state
exactly how you're going to restrict inproper
flows of information and then follow through with
that. Make sure that you're engaging with counsel
and nake sure that your parties all understand
what it is they can share, what they can't share.
| |oved Andrew s red, yellow, green exanple as
well. So, those kinds of things giving clear and
sinpl e advice and nmaking sure it's very apparent
to the parties is really inportant.

The last thing that cones through
clearly in the COVID 19 business review |letter
specifically is the inportance of governnent
I nvol venent in the coll aboration and you can see

I n the business review |l etters that governnment
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I nvol venent in the activities was inportant to DQJ
and their ability to give the business review so
quickly. Certainly, that's not going to be
possi bl e probably in all of -- all sort of

col | aborations outside the pandemc. But it is
sonething to think about if for exanple you
believe that there is sone governnment policy that
could be furthered by -- through your

col l aboration, it's worth thinking about whether
sone involvenent with the federal governnent woul d
be -- would be hel pful, at least in terns of
mnimzing antitrust risk.

M5. DIXTON:. W're nearing the end of
our tinme here. What nore the departnent could be
doi ng you know, other than our business review
process, to address uncertainty in collaboration,
you know, if -- if there is uncertainty as to
antitrust risk? For exanple, you know, our
col | aborati on guidelines are 20 years old and we
heard from Luba that you know, certainly
col l aborations look a little different today than

they did 20 years ago, especially inthis |life
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sci ence space and bi otechnol ogy space. | wanted
to give our panelist all a chance to tell us you
know whet her or not or what departnent could be
doing to pronote nore certainly and whet her or not
t he col | aborati on gui delines need to be updated
given their age? So why don't | start with Luba
and then I'lIl give you all a chance to answer

bef ore we concl ude today.

M5. GREENWOOD: Sure, | do have al so one
qui ck -- quick comment to -- just on -- on sone of
the things that WII and Chuck was saying. |
think it's all great fromthe pharma conpany's
perspective to be thinking about okay, we need to
docunent -- docunent this, well we think
clinicians and -- clinicians and scientists and
engi neers should all go together in a room and
work together with a lawer. That is not how
bi ot ech conpani es work (laughter). And | think

that's sonething to you know, just sonething to

think about | think for -- for the |egal
(i naudi bl e) also those that work with -- in big
bi otechs. | nean these are | arge serious biotech
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conpani es and yes, they're worth billions but
they're still run like startups. So | think
that's just sonething -- and that's al so sonethi ng

that's quite different today than it was even 5
years ago. W didn't have the -- the schene snmal
bi ot ech conpanies. So | think you know, if we do
want to, one of the things with small biotech
conpanies to |l ook out for is to make sure that

t hey do engage the | awers, their internal and
external lawyers in this process earlier on,
right, so that they are -- they're not naking

m st akes.

In terns of what the Departnent can be
doing, there certainly is nore uncertainty, as |
mentioned earlier. You know, now you're going
into not just the types of deals, but the nature
of access is different so now you're nore in rare
di sease and new oncol ogy, and personalized
nmedi ci ne, everybody tal ks about personalized
medi ci ne but how that matters for antitrust is
basically what you're doing is you're taking your

traditional therapeutic areas and you're
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subdi vidi ng them and you're getting control over
particul ar smaller nore subdivided therapeutic
areas. And you see |l arge conpani es dom nating

di seases -- certain, you know, disease areas
within a di sease area and a particul ar indication,
and not just a particular indication but also a

t herapeutic nodality that's supplied to a

t herapeutic area such as, as an exanple, you know,
you can becone nunber one in gene therapy as it
related to henophilia. So sone guidance on

col | aborati on and personali zed nedi ci ne space
woul d be very hel pful. And then al so gui dance on
platforns. Again, as a biotech conpany you're

very proud of your platfornms. You lock up all the

| P for the use of a particular platform And from

there you can go into a lot of different

I ndi cations. So | think guidance on that woul d be
hel pful and how do you partner that. Again, as |
nmentioned earlier, there's quite a bit of
exclusivity that's usually negotiated in

col | aborati ons around those.

There's another area, too, is that we're
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al so using quite a bit of -- we're doing
differentiation based on manufacturing, so a | ot
of biotech conpanies cone with their own
proprietary manufacturing. So and also the use of
big data for drug devel opnent and sal e of the

t herapeutic. So sone gui dance on that would be
very helpful. And then also we see pharna
conpani es going directly to academc institutions
bypassi ng bi otech conpanies, |ocking in key
patents to establish patent space in a particul ar
nodality. So | would think that for -- for them
it would be also helpful to see what to do. And |
woul d think just lastly, you know now

col | aborations include nontraditional players. W
see payers are noving into space given a nove to
val ue-based care. W see narket access becom ng
much involved earlier to show val ue of the

t herapi es versus other drugs. And al so, we have
now | arge data aggregators in digital conpanies
that are conpeting with biotech conpanies that are
actual ly offering pharnma conpani es new ways of

di scoveri ng nedi cine. You see Al enabl ed biotech
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conpanies. So they're quite significant changes
i n how nedi ci nes are di scovered and how they're
made and sold, so that should be addressed as
wel | .

SPEAKER: | think, sorry, you' re on
mute, Jennifer.

M5. DI XTON: Sorry. Andrew, | wanted to
nove to you to see if you had thoughts on whet her
our gui dance needs to be updated in |ight of the
changi ng | andscape in this area.

MR. FINCH. You could -- the conpetitor
col | aborati on guidelines could use a | ook and a
refresh. You know, it has been 20 years. You
know, part of what we've been tal king about all
day and yesterday has to do wth innovation and
col | aborations and joint ventures facilitating
I nnovation and all of the benefits that innovation
can bring. And | think naybe a long | ook at the
-- the conpetitor collaboration guidelines through
that lens to see where they could be inproved.

There are sone grey areas in the -- in

the guidelines. You know, they say up front the
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anal ytical framework is there's the per se rule
and the rule of reason. And that all seens very
cl ear and sonmewhat bl ack and white, but then when
you actually get into reading the text, the text
says many tines over and over again and cites
California Dental and says, well, you know, but
there may be instances where you know t he qui ck

| ook applies. It doesn't use the word "quick

| ook". And | actually think that, that creates a
lot less clarity and it's understandabl e because
when the guidelines cane out, California Dental
had just then decided the year before. But |

t hi nk now t he agencies mght reflect on what they
actually do and how often they actually use sort
of a quick | ook, and maybe they can create even
nore clarity for innovators and joint ventures who
want to establish joint ventures, nmaybe nore state
har bor, nore clear guidance on what's an
accept abl e duration and what narket share is
needed when there's information sharing nmay be
borrowi ng fromthe healthcare guidelines. So |

think it's tine.
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M5. DI XTON: Thank you, Andrew. Chuck
or WIIl, do you have thoughts to share?

MR, LOUGHLIN: Yes, | have a few |
think it would be hel pful to update the exanples
that are in the collaboration guidelines and
consider trying to have sections that are devoted
to specific industries so that it would be really
hel pful | would believe to have sone life sciences
specific set of exanples that people in the
I ndustry could look at. | also agree with Andrew
about the inportance of innovation to this
I ndustry and generally to our econony. So | would
think that in these exanples, try to have nore
t hat denonstrate the value of innovation and how
that is captured in an antitrust analysis and
specific conduct. That would be very hel pful |
think to industries like |ife sciences that depend
SO0 nmuch on i nnovati on.

And then, and then lastly, | would say
one of the exanples in the guidelines don't
actually tell you how the analysis would turn out

and to sone degree that's -- that's by design.

Ander son Court Reporting -- 703-519-7180 -- www. ander sonreporting. net



Li fe Sci ence Wbi nar day 2 Page:

170

1

2

10

11

12

13

14

15

16

17

18

19

20

21

22

They're telling you how you -- how the place woul d
do the analysis, but I think it would all be nore
hel pful that they actually told you this was the
-- this would be the result. So | recommend t hat
the DQJ and FTC consider providing results in
there as well.

M5. DI XTON: Thank you. WIIl, do you
have any concl udi ng t hought s?

MR. DI AZ: Sure. Just two quick
t houghts on -- on the guidelines. First, | think
It would be hel pful to update them because they
refer a fair anount to the nerger guidelines and
t hose were updated in 2010, and so they are
referring currently to outdated nerger guidelines.
And in particular, they reference the efficiency
section of the guidelines, which were -- you know,

had sone significant specificity added to themin

the -- in the latest update to the nerger
guidelines. | also think you know, personally you
know in terns of getting nergers through, | really

t hought that the efficiencies are very hard to

prove. |It's a very high hurdle for them and so
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you know, | would want to see the coll aboration
gui delines | ook at whether it's appropriate even
to refer to the sane types of efficiencies,

whet her you're dealing with collaborations wth
nore tinme and scope and maybe don't require the
| evel of you know, the -- the hurdles of
efficiencies that are in the horizontal nerger
gui del i nes.

Secondly, | think that the guidelines
talk a | ot about neaningful integration and it
slithered throughout the guidelines, and I -- and
| think that is inportant, but | think that's --
It's nore inportant when you have very sensitive
I ssues involving pricing, market all ocations,
things like that where -- where that integration
is critical. | think there are sone areas in
whi ch parties can coll aborate w thout a
significant anount of integration if they don't
I nvol ve those sensitive areas. For instance, in
-- in the biotech space you'll have conbi nation
t her api es where parties will have their own

product and they want to try it in conbination

Ander son Court Reporting -- 703-519-7180 -- www. ander sonreporting. net



Li fe Sci ence Wbi nar day 2 Page: 172

1

2

10

11

12

13

14

15

16

17

18

19

20

21

22

wi th anot her one and get approval for it. There
has to be sone type of interaction with the party
that owns the other product just for safety
I ssues, for clinical issues, but they're not
really going to have a col |l aboration to sell the
product or develop it or anything |ike that, so
t hey probably don't need the | evel of
col | aboration that's tal ked about. So it could be
useful to have sonething that addresses those
types of situations.

M5. DI XTON: Thank you, WII. And I'd
li ke to thank all of our panelists today for being
with us and sharing your thoughts on how to reduce
risks in the area of collaboration. And | guess
t he Departnent and our coll eagues at the FTC wi ||
have to think about you know, what -- what you
said. So thank you so nuch for joining us. W're
going to just take a two mnute break and we're
going to be, we'll -- let's reconvene at -- at
4:05 Eastern and we wll be joined by our keynote
speaker, which I'mreally | ooking forward to and

you're so fortunate to have him Elias Zerhouni,
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who w || be speaking to us and sharing his
I nsights on innovation in this area. So we'll be
back in now four mnutes and we'll see you al

soon. Thank you.
(Recess)

M5. DI XTON: Thank you. Welcone back to
our program | -- |I'mvery pleased and | have the
privilege and honor of introducing our keynote
speaker today, Dr. Elias Zerhouni, who's really a
worl d renown |eader in the fields of radiol ogy,
nmedi ci ne, bi otechnol ogy. He hol ds nunerous
patents hinself. He's a native of (inaudible)
where he received his basis education and
training, and he spent nuch of his career at Johns
Hopkins University. He is currently Eneritus
Prof essor of Radiology there, of Radiology and
Bi onedi cal Engi neering and he's a Seni or Advi sor
for Johns Hopkins Medicine. He served as Chair --
as the Chair of the Russell H Mbrgan Depart nent
of Radi ol ogy and Radi ol ogy Sci ences, and Vi ce Dean
for Research and the Executive Vice Dean for The

School of Medicine before he becane the D rector
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of the National Institute (inaudible) 2002 to
2008. Dr. Zerhouni also served as a Presidenti al
Sci ence Envoy from 2009 to 2019. He's been a
Senior Fellow at the Bill and Melinda Gates
Foundation, and from 2011 to 2018 he was Presi dent
of 3 obal R&D for Sanofi, a pharnaceuti cal
conpany. He has a nunber of honors. He is a
menber of the National Acadeny of Mdicine and the
Nat i onal Acadeny of Engi neering. Anong his other
honors he's received the Prestigious Legion of
Honor of Metal fromthe French National Order in
2008. He was appointed as Chair of the Innovation
Col l ege Grant and el ected to nenbership at the
French Acadeny of Medicine. He is a board nenber
of the Lasker Foundation and the Foundation for
Nl H and Research Anerica. So thank you so nuch,
Dr. Zerhouni for joining us today. W're really
| ooking forward to your keynote speech and | w |
turn the podi um over to you.

MR ZERHOUNI: Well, thank you. Can you
see ne all right? Jennifer, thank you for

inviting ne and | want to thank al so Makan
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Del rahimfor thinking of ne as the keynote
speaker. | think what you're doing and what |
heard in the previous panels run in line wth what
| think is inportant. But what | would like to

di scuss with you is really why is it that
conpetitive coll aborations have becone so
essential to progress in the |life sciences as sone
of you panelists have said. And nmany have been
really | aunched and are functioning well. From ny
point of viewas an NIH director, | recal

| aunchi ng several public private partnerships in
my time at NIH and many ot hers have been | aunched
since -- since that tine throughout the world. In
Europe, for exanple, there is an EMA program a
Eur opean Union Programfor I M, which has becone
sort of the standard nmedi um for such

col | aborations and facilitates in fact the
establishing of these collaborations. But what
|'d like to share with you, the scientific basis
of why are these factors -- what are the factors
that are driving us toward great and

preconpetitive collaboration? 1Is it industry,
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academ a, governnent? And | think as al ways, you
know, the pain points of any field that sinply
cannot be resolved by any one actor are the nmain
noti vat ors.

A good exanple with Semat ech (phoneti c)
early for the tech industry where they wanted to
address fundanmental limts to the -- the creation
and design of nenory chips and other integrated
circuit architectures that no single entity could
solve. Well in ny sciences, indeed the
notivations for collaborations conme primarily from
a realization really that as we nmake progress and
as we have better tools to understand bi ol ogi cal
systens, we realize that there are so conpl ex
and -- and -- and so difficult to unravel if you
will, froma nechanistic standpoint, that it
expl ains why success rates in therapeutics R& are
extrenely low, and that new approaches at scal es
that are commensurate with that conplexity are
needed. And | used to say that being the head of
an R&D organi zation is an exercise of failure

managenent because 98 percent of the projects you
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do eventually fail at any one stage or you know
fromdiscovery all the way to approval. And if
you really think about it, reducing the failure
rate by only 2 percent wll double the
productivity of the industry. Going fromyou know
98 to 96 neans we go from2 to 4 percent success
rate. So, so the -- the question | think that
could share with you is why is it that this is
happeni ng at a fundanental level? So Ilet ne share
with you ny sinplified sense of the -- of the
structure and the nmagnitude and the conplexity
that we're dealing with and propose then areas
where the nmain pain points are that wll require
even nore preconpetitive collaborations in the
future.

So first, let nme take you a little bit
Into biology. Forgive ne. First, as you know,
t he human organi snms conpose of conplex cells.
There are organizing tissues and -- and then
organs and then all these organs are coordi nat ed
as organisns. But all of this really cones froma

single cell at conception and at the core of each
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cell is DNA a book of codes of genes, and -- and
that underlies the transcription of R&A, nol ecul es
that are then the tenplates for proteins and all
the cell constituency, if you will. So DNA itself
I's regul ated by a conpl ex system of activators and
repressors, specific to each cell type with a
signaling systemthat regulates their functions
either alone or in concert with other or billions
of other cells. So to give you a neasure of the
conpl exity, cells during devel opnent undergo
trillions of cell divisions and each one of these
cell divisions can introduce sone errors of DNA
replication, which sonetines explains why a cancer
wi Il energe or another disease wll appear. And

I f you really think about that and the randommess
of it, you -- you -- you wll imagine that none of
us are really a clone of each other. There's no
possibility statistically that you will be

i dentical to anyone else in the rest of the world
just like your fingerprints are unique, |ike your
iris is unique. And if you go further, you wl|l

actually see that even within your own body, we
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now know that even in your own brain, a |arge
percentage of neurons contain DNA that is not an
exact copy of your original DNA or that of the
original neuron. So even for exact twins, two
twne, it can be said that their nol ecul ar
conposition is different. And -- and -- and
fundanental ly, the biochem stry is likely to be
different as well. So you can understand from
this enornous source of conplexity | just
described, it urges the fact that each of us is a
uni que i ndividual, so you have two sides of the
coin. You have a very high conplexity, but then
you need precision nedicine at the sane tine at

t he i ndividual |evel because none of us are really
I dentical to anyone el se.

So that's why the concept of precision
nmedi ci ne has energed as we realized that the one
size fits all is unlikely to serve all. And so it
al so explains why our |imted knowl edge of these
systens and their functions as we interact
physiologically in health or disease, leads to a

high failure rate of research in the life sciences
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despite all the advances we've made so far where
we' ve been able to reduce nortality in many areas.
And t hese successes really depended -- were
dependent on our understanding of the root causes
of disease. So we nade great progress in

I nfectious di seases over the past century because
bacteria and viruses are foreign to us and coul d
be easily identified and attacked with nodern

bi ochem cal or i mmunol ogi cal approaches such as
vacci nes, but not so for intrinsic diseases where
the causes are still known except in rare diseases
where a single gene dysfunctional and even then,
finding effective therapies for nonogeni c di seases
has been difficult.

So | did surprise you by telling you
that even today we really do not understand the
true nol ecul ar causes of diabetes, a di sease we've
dealt with for 100 years now. And even then so,

t hose of newer degenerative diseases |ike
Par ki nson or Al zheiner's disease. Do one of the
first questions is that the scale of efforts to

under st and t hese conpl ex biol ogi cal systens is
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j ust beyond that of any one conpany. There --
there's no -- not a single university, a single
conpany, a single country that can really
aggregate all of the information needed to sort of
get insights into the causes of disease that we
can then intervene on wth either gene therapy,
cell therapy, nonoclonal, or small nol ecul es.

And so when we | ook at this, we as head
of R&D and scientists realize that the world of
I nnovati on has changed. In the past, you know, if
you had a single conpany, big pharnma conpani es
were vertically integrated, everything was within
the conpany just like General Mdtors was or AT&T
with the abs and GE. But these -- these
I ndustries have changed their nodel a long tine
ago. Pharma has only changed its nodel in the
past 10 to 15 years, and when they realized that
there was no way that they could make all the
di scoveries they needed to nmake internally, and
t hen because of the Bayh-Dole Act, the creation of
mul ti pl e biotech conpanies sort of fragnented

conpletely. The -- the world of innovation and --
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and the |ife sciences is really a network

I nnovation world and the ability to connect is
really essential to -- to advance the

under standi ng that we need. And that's really
what | call preconpetitive although it's clear
that the boundary in between preconpetitive and
conpetitive can be blurred and blurry as you -- as
| heard fromthe previous panel. And so | have to
say nyself that | don't have a precise definition
and the boundaries clearly defined, but |I would
agree that it's nmuch clearer earlier in the
under st andi ng process where there's no product
that exists and there's no manufacturing issues
yet or even clinical devel opnent issues, but as
you go forward in the -- in the history of the
devel opnent of the product, you obviously have
boundary i ssues.

So what is the definition? | can tel
you the one | use that's like the very sinple, not
| egalistic. But whenever | think about creating a
consortiumand participating in one of them 1|'ve

had this little test where | see any activity that
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bri ngs together the natural conpetitors for

col | aborati on designed to enhance the ability of
the entire field of possible conpetitors, not just
within the consortium but around the world, to
have a greater chance of success in their
conpetitive endeavor. So anything | can do that
will allow nore know edge and nore tools to be
devel oped that wll enhance the ability of the
fieldis -- is sonething that |'minterested in.
Actually, it's been the subject of studies, you
know, Al Truler (phonetic) wote an article after
studyi ng 50 of these collaborations and he offered
a way to classify themas to whether they are open
or restricted in participation and whet her the
outputs are open or restricted. And so the nore
open the participation and nore of the access to
output is easier. The nore preconpetitive you can
think of that. Those are nore restricted. And
you were tal king about restricted coll aborations
when you were talking in the previous panel about
JVs. Those that are nore restricted at both

partici pati on where you sel ect who cones in, and
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control the outputs with nore scrutiny, in ny

m nd. So nonet hel ess, sone coll aborations do
requi re significant resources by nore than one or
two or three participants. Sonetines you'll have
to have col |l aborations across -- around the worl d.
And those can be restricted if it's expensive to
do it because you want to avoid the -- the free
rider problem and the output may al so be
tenporarily restricted or nade avail abl e upon
contributions to defer the cost to the initial
contributors. And so those can be quite large in
the |ife sciences because the anpbunt of data that
we're generating is just beyond the capability of
anal ysis of any one player. And as was nenti oned
before, there are many small conpanies that are

| aunching efforts in that field.

But the four areas, they're quite sinple
to understand. | nean, one is the devel opnent of
standards and tools. There's no question that new
tools do bring new insights. But the problemwth
that is that there are not aggregatable if they're

not standardi zed. And so a lot of efforts that we
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have in the field is to try to standardi ze the
tools that the field needs. In clinical trials,
for exanple, a huge cost is the disparate
regul ations around the world, disparate platforns
for clinical research. The sites are really under
bonbardnent fromdifferent aspects of the industry
intrying to conply with different protocols in
different ways. And that increases the cost of
clinical research for all. So one of the purposes
of these collaborations is to reduce the tine,
reduce the cost of the discovery and devel opnent
pr ocess.

| -- I -- | can nention to you the
entity called TransCel erate, which | hel ped create
In 2011 with five other conpanies that now
conpri ses over 20 conpanies. And what we do is
reduce the cost and burden by really offering
training and platforns to the sites that can nake
It much easier to fire up the site and participate
in clinical trials. There's another exanple you
m ght know about. |It's called the Pistoia

Al liance, which is a nonprofit group that defines
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a standard that -- that devel ops a standard

ontol ogy called HELM which is a way of describing
conplex mcro nolecules in a consistent nmanner, in
a tinme when small nol ecul es was easier to do. Not
so with mcro nolecules and not so with the new
nodal ities that we're seeing energing |like cell

t herapy or gene therapy.

So the generation, the second area where
we col |l aborate is generate and aggregate | arge
data sets in many nore patients than any one of us
could study on their owmn. So for exanple, we
aggregated sonetines | arge data sets of genones
across the world, just |ike the human genones
started as a consortiumaround the world. And
we' ve created public/private partnerships, both in
Europe and the U S. For exanple, we have the
Al zheimer Initiative in -- at the N H that
accunul at es data on hundreds, 100,000 and nore
patients with di abetes the sane way. That is
beyond the reach of any one actor in the -- in the
field.

The third area i s know edge creation,
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just for the reasons that | told you. W don't
under stand t he biol ogi cal systens. They are
conplicated. The assays that we use are not
standard. There's a saying in the industry that
replication of academc findings is actually not
very frequent. You know, over 50 percent of
papers are not replicable, and the reason is not
that people are not doing it right. They're just
doing it with different reagents, different

met hods, and -- and that's really what you need to
do if you're going to really have a body of

know edge around a di sease that you can truly
exploit essentially creating new innovative

t herapies. And validating biomarkers for exanple,
to assess a di sease process, which is essential to
devel op a therapy. Wile you can't do that unless
you have al so access to a | arge popul ati on of

pati ents, which neans that these coll aborations
are going to be industry, governnent, and acadeni a
typically at a scale that -- that you need to have
to have the sanples that you need to, to achieve

sone i nsight.
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| think I would like to join the group
here to -- to truly thank the Antitrust Division
during the COVID-19 pandem c as the business
review letters were nentioned. | really believe
that you did a great job because this -- the speed
at which the field has noved is really essentially
due to the fact that people will be able to
col | aborate, and you have sone exanple. | nagine,
for instance, imagine for instance that the
scientists in China or any source would have
deci ded not to publish the sequence of the virus
so as to be the only ones devel opi ng a vacci ne
rapidly or if they had published the wong
sequence, which couldn't be verified and didn't
provide the virus sanples or even net hods of
culture of this virus were kept secret. These are
t hi ngs that cannot -- cannot be conpetitive. They
have to be preconpetitive. So | submt to you
that we woul dn't have been able to develop a staff
that we did, the engi neered anti bodi es and the
vacci nes for this unprecedented space at the pace

that we're seeing.
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W were concerned about the inpact of
t hese issues until the DQJ reassured us through
the letters that cover the federal governnent, but
there is still the issue of private sector
viability. And so that m ght be sonething that
needs attention because it does scare conpanies
when they say well, | won't have any antitrust
| ssues with the federal governnent, but | could
still have private suits. So that is an issue and
maybe the context of the public health energency
space mght be alittle different. | hope that
It's (inaudible).

And then in produce devel opnent, that's
the fourth area where we need col | aborati on
because when you | ook at product devel opnment wil |
be manufacturing or nethods of analytics to
control the process of creating the product and
you -- you really need col | aborati ons because
today all of that is made very, very let's say not
very fluid if you will because of regul atory
system Right nowwth digital technology, you

can nonitor a patient continuously during the
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trial, you can record their response. In terns of
manuf acturing, we're tal king about continuous fl ow
manuf acturing. Sone of us are experinenting wth
that but it's all faster. |t would be great to
have sone sort of preconpetitive coll aboration
there, but that's not possible because of the fact
that manufacturing is so sensitive to the
conpetition status of the field. But it does take
such along tine to get it through the regulatory
process and to get it approved and get the

anal ytics done that | think this is sonething
that's slowing the field quite a bit and I don't
think a single conpany can do it really
effectively. And because of these concerns we --
we shy away from preconpetitive collaboration in
produce devel opnent and manuf act uri ng.

So that was the | andscape | wanted to
share with you with the vectors, the force vectors
that are pushing us into nore and nore
col | aborations that are not just nice to have.
They are nust have. You know, it's -- it's a

chal l enge that we're facing, but the thing that |
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wanted to -- two nore points | wanted to share
with you is based on ny experience in academ a and
governnent and industry, |'ve cone to realize that
the U.S. Patent and Technol ogy transfer system
while it has been extraordinarily successful since
t he Bayh-Dol e Act and the Technol ogy Transfer Act,
have | ed to sonewhat uni ntended consequences |'d
like to share with you.

They' ve conpletely changed the structure
of innovation in the life sciences whereby in the
past you had maj or conpani es and they integrated
as | said all the processes. Today, the world is
much nore fragnmented, nany nore conpani es, nany
nore acadenm c | abs, many nore universities are
really creating IP and they're mandated to do so.
But there's a negative side to it because every
uni versity now has a technol ogy transfer office.
| used to run one when | was at Hopkins and | was
t he Dean for Research, and what happens is that it
creates a very -- a very difficult market to
negotiate. |It's a sticky market because today,

there isn't a product that is relying on one
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patent. They're -- you need a portfolio patent.
Today, because things are so fragnented, the
portfolio of patents are occurring everywhere and
once you start negotiating, every single office
and every single entity believes that their patent
Is the nost valuable. And so you end up with this
very funny phenonenon of royalty stacking, which
can go to 20-25 percent before you even start a
project and that's not feasible.

And | think sonething should be done
there to do -- hinge the -- the ability of and the
mandate on the university to have their own
technol ogy transfer to do what the UK does. In
the UK there is a pooling of IPs and creation of
I ntegrated portfolios that basically are -- are
put at auctions essentially and it's alnost |ike a
-- an exchange market. And that nmakes it nuch
easier to access and to commercialize and to
create value. And | think -- | don't know, |'m not
an expert, but |'ve been advocating for sone
statutory change or other changes, |egislative

changes that wll allowthe U S., creators of I|P,
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in the field of |[ife sciences to pool their IP and
market -- market the IPin a nore effective way.
And then the last point | want to nake
I's sonething that again, it's an uni ntended
consequence of sone rules and that's the research
exenption. As you know, before the -- the -- the
Suprene Court decision in Madey vs Duke
Uni versity, there was a research exenption that
had been there for decades. And so you know, the
| anguage says you can -- you can do it for
amusenent or to satisfy other curiosity or for
strictly philosophical inquiry. |'mjust quoting
here the Suprenme Court Language in Madey vs Duke.
But that has created a possible block to free
conpetitive collaboration because now you can be
basically sued as an infringer if you used any
formof |IP before you intended to create an IND or
go through a product. And -- and that has created
the sort of foundation by many parties to sort of
create bl ocking patents that are not even
exploited, they're just there to protect in fact

sonmeone who has al ready done sonething and they
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build a note of IP or reagents or nethods or
various things, and you as the conpetitor just
can't enter that field because you know that --
that | P can be the source of |legal problens. So
nmy question would be, and | knowit's hard to do,
Is there a way to distinguish between patents that
are not practiced in the research space to be able
to use because they're really there to sort of
prevent research use and expl orati on and
I nvestigations that could |l ead eventually to a
product? And if so, obviously the you know
| i censi ng should be entertained. So | think
patents are nade to be produced, not to bl ock
ot hers from produci ng, and any hel p or
consi deration there would be good. So I'll stop
here. |'ve used up ny tine. But | really want to
t hank again The D vision for this perfect work
during COVID. Thank you very nuch.

M5. DI XTON: Thank you, Doctor. Thank
you for joining us today. W really appreciate
your tinme. Thank you for joining us. W're going

to be noving to our next panel and | ast panel of
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the day. W're going to be exploring academ cs
and econom sts' views on col |l aborati on and we have
Patrick Greenlee fromthe Departnent who's al so an
Econom st who will be noderating the panel and
"Il et hi mintroduce our very distinguished
guests who have | think, have all joined us.
Thank you, Patri ck.

MR, GREENLEE: Thanks, Jennifer. And
t hanks to everybody for making it to the final
panel here. On this panel, we're going to discuss
the interaction collaboration and i nnovati on
I ncentives focusing primarily on how antitrust
agencies play a role in assessing that tradeoff.
Qur conversation is going to focus primarily on
mergers, but we can think of it as being simlar
-- said to be simlar considerations for joint
ventures or other coll aborations which m ght
I nvolve firns that conpete agai nst one another in
ot her setting.

We' || break up our conversation in two
parts. First, we're going to think about nergers

between state firns, so | think it's Iike a nerger
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bet ween two bi g pharmaceutical conpany. Second
hal f we're going to think about the potentially
nore interesting and uncertain situation merger
bet ween an established firm purchasing a startup.
But before we begin all that, I'll provide sone
very brief introductions on our inpressive panel
of attorneys and econom sts. They extensive

anal yze i ssues about conpetition and innovation

I ssues in the life sciences sector and advocat ed,
I nsulted, and or testified about these issues in
various settings. So, wthout any further del ay,
we have Rena Conti joining us. She's an Associate
Prof essor of Market Public Policy and Law at the
Questrom School of Busi ness at Boston University.
We have Scott Hanphill, he's a Professor of Law at
New York University. W have R chard Manni ng
who's a Partner at Bates Wiite Econom c
Consulting. He has prior industry experience
wor ki ng at pharmaceutical firms. And finally, we
have Joanna Shepherd who is a Vice Dean and

Prof essor of Law at Enory University.

So | guess before we junp into thinking
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about issues that we -- we face wth during nerger
review, let's just think a little bit about the
commentary that's been out publicly. There's been
a lot of coomentary recently suggesting that we
have conpetition problenms in pharma or life
sci ences sector industries, you know, conplaints
t hat pharnaceutical prices are too high and that
there's | ess innovation happeni ng now then there
has been in the past. So let's first focus on the
pricing portion of that concern that's being
expressed. Let ne just put it out there to ny
panel. Are pharmaceutical prices significantly
above conpetitive levels currently? Let ne start
initially with Rena.

M5. CONTI: Thank you so nuch. Thank
you so nuch for a fantastic day. It's been a
pl easure to listen to these panelists. |'ve
| earned so nuch. So to answer this question, |et
me remnd you that really we see with the two
phar maceuti cal markets, one for which prices are
set by conpetitive neasures. Those include the

nore famliar generic and brand generic
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conpetitive spaces where prices are set on
conpetitive |levels although in sone of the branded
spaces that enjoy conpetition prices and price

di scounts and price disciplining if you wll, are
really expressed in discounts and rebates that

m ght not necessarily trickle down to Anerican
consuners.

In the other space, there are pl aces
where prices are not set by conpetitive pressures.
| would say the prices are largely set by a very
wel | - known and i nportant econom ¢ phenonenon
cal |l ed pudsva (phonetic). Here, we see a set of
two concerns. The first is in a small set of
I nnovati ve products, we see products prices being
set where certainly the margi nal cost of
production matters and many of the products that
we' ve been tal ki ng about today, gene therapy, stem
t herapy, other types of biologics, the marginal
cost of production is not zero and it is clear
t hat conpanies are pricing accordingly. W also
see conpani es pricing based on the innovation that

they provide both to patients and those wth
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clinical benefits in terns of hope and al so
technol ogi cal spillover. But it's inportant to
note that there's also other behavior that we
observe both in the branded space and the
non- branded space where there's no conpetition,
whi ch include anticonpetitive behaviors including
price fixing.

MR, GREENLEE: Ckay, thank you.
Ri chard, would you like to offer your view on the
qguestion about pharnaceutical or product pricing?
| think you need to unnute, Richard.

MR. MANNING  Sorry. | presune you can
hear nme now?

MR. GREENLEE: Yes.

MR MANNING Ckay. So it is an
| nportant question and | appreciate Rena' s comment
there and | actually was rem nded about an
| nportant concept from Dr. Zerhouni's comments as
well that | mght reference if we have tine. But
| think it's inportant to take a broad | ook at
this question. There certainly are sone cases in

whi ch prices for patented or exclusive products
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are high. Those products also tend to create
trenmendous value for the patients that use those
products. It's a very hard question to ask, are
prices high. So certainly during a period of
patent, during a period during which a patent
covers the product, you wouldn't expect it to be
-- you wouldn't want it to be at a conpetitive

|l evel. You'd want it to be dictated by the val ue
t hat the product provided for patients. You'd
want to provide the incentive for people who are
actors to discover and devel op those new products,
so you don't want conpetitive pricing at those

| evel s. So we shouldn't search for policies that
cause those to -- those prices to be placed at
conpetitive | evels and we perhaps shouldn't care
t oo nuch about whether or not those prices are

hi gher in the U S. than they are abroad. W
shoul d care nore about whether or not those prices
are constrained by the forces of econom cs that

| ead to innovation in healthcare and whet her they
are maki ng people better off in the long term

| think it's -- you know, it's certainly
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-- It's inportant to understand whether or not the
conpetitive forces are appropriately working in
generic spaces or spaces where prices are supposed
to be dictated by conpetition, and | think there's
sone evidence that there's sone insurance
conpanies there. And | think there are -- it's

I nportant to nmake sure that conpetitive forces are
at work there. Another inportant question that |
think is worth asking as you asked whet her prices
are too high in sone sense, is to ask whet her
profits are too high. | think there's really good
evi dence to suggest that profits in the industry,
certainly those that -- the wwnners and -- in this
mar ket when you develop a grant -- a great new
product that provides great value, profits tend to
be high. But overall, if you |look at profits in
the industry, they're not greatly in excess of the
cost of capital. So | don't think there's
enornous -- there's cause for enornous worry on
the point of profitability and pricing in the

| ndustry, no.

MR, GREENLEE: Ckay, thank you, Richard.

Ander son Court Reporting -- 703-519-7180 -- www. ander sonreporting. net



Li fe Sci ence Wbi nar day 2 Page:

202

1

2

10

11

12

13

14

15

16

17

18

19

20

21

22

Joanna, did you want to offer a brief coment here
or not?

M5. SHEPHERD: Yes. I'Il -- 1"Il just
kind of reiterate what Richard was saying with a
couple of other facts. You know, it's difficult
to think about the too high conpared to what. But
when we are thinking about pricing during the
patent period where obviously prices can be high
and shoul d be hi gh because of innovation, it's
| nportant to note that you know we've seen changes
in this over tine and average lifetinme revenues
for new drugs are | ower now than at any point that
t hey' ve been in the past 30 years, which would
suggest that you know, when -- when Ri chard was
tal king about like profitability which is
obviously very tied to prices, it -- for the
average drug, it's been com ng down and | think he
said this, but pharnaceutical conpanies that we
I ncentivize to innovate with these profits which
fl ow from hi gher prices are facing declining
financial returns on their R&D conpared to where

they were again a few decades ago. That's largely
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because there's a lot of different factors. W
have i ncreased use of generics, which | owers
prices for consuners, but also the structure of
the industry essentially changed dramatically.
And so these days the brand manufacturers who
again that we are kind of charging with this

I nnovative -- this task of innovating, are really
-- are only receiving |l ess than 40 percent of the
gross national spending on drugs and we have so
many ot her players in the supply chain receiving a
much | arger percentage.

MR, GREENLEE: Ckay, thank you. And
finally, Scott, did you have a quick comment to
make here or --

MR, HEMPHI LL: Yes, sure, sure. Let ne
just end this briefly. Yes, thinking about this
as an antitrust, one of the things we very
typically care about is how nmuch bang for the buck
are we getting? That is how nuch innovation
uplift are we getting for the increnental
deadwei ght | oss or | oss of access. And of course

the patent systemis prem sed on providing sonme of
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that tradeoff that is tolerating sone high prices
In order to incentivize innovation, you know. |
think it's a cornmon place that our state of
econom ¢ know edge remains kind of primtive on
this as to what the optiml tradeoff is, you know,
what the optinmal duration of a -- of a patent, of
a drug patent, of a sem conductor patent. | think
we don't really know nmuch about that and so one

pl ace we can | ook to guidance on this, taking off
an econom st's hat and put on a lawer's hat, is
what did Congress do? And to sone degree, we can
t hi nk about the statutory duration of the patent,
which after all in pharnmaceuticals is a little bit
| onger, they'll fight ne about that, than it is
for -- for other technol ogy classes, and ask okay,
what do we make of you know, conduct or action

t hat reduce access w thout providing nuch

I ncremental uplift to the innovations that upset
it? |If you have to greatly curtail access or
you're privately arranged with inagi ned an
extension of duration in a way that costs sone

noney to the conpany doing it, we could inmagine
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that the increnentalization incentive m ght be
nodest and yet the | ocked access m ght be | arge,
and that would be a situation in which whatever
the right level is, certain kinds of actions that
extend the duration of high prices w thout nuch
I nnovation uplift are situations we should be
particularly worried about.

MR. GREENLEE: Ckay, thank you, Scott.
So let's now zoomin on the first hypothetical
actual | nentioned, which was thinking about
nmerger to large firns. So, to set the table here
alittle bit, last year the FTC refused to nerger
Bristol Myers Squibb in Celgene. This was a 74
billion dollar deal. Utimtely, the nerger was
approved after securing the vascul ature of just
one identified price overlap. At the tine,

Cel gene owned the nost popular oral treatnent for

noderate to severe psoriasis and Bristol Myers had

a pipeline product that would conpete against it.
To get the deal through, the parties agreed to
devest Cel gene's market |eadi ng product Qezl a,

but no other renedi es were sought. Wen The
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Comm ssion voted on this, two di spensing
comm ssi oners issued statenents suggesting that
nore needed to be done. So along these lines, |et
me just throwit out there, are there -- should

t here have been a change in approach to the FTC
per haps taking a nore nmacro approach, not focusing
so nmuch on direct head to head conpetition between
products or pipeline products, but instead focused
on sone nore general innovative capability or sone
ot her way? So, at that tossed out there, let ne
first talk to Scott, have hi mshare his views.

MR. HEMPHI LL: Yes, sure. So you know,
at sone level it all depends on the facts, right.
That's the first refuge of anybody who does
antitrust, | think. Anything can happen. The
nodel s can take up any place. W just have to
know you know, what's actually going on in a
particular situation. Certainly, it's possible in
principle that the |oss of one mgjor innovator as
an i ndependent entity could have a -- a downward
effect on innovation. | guess on the fact as | --

as |'ve seen themto the extent |'ve | ooked at
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this, that seens relatively unlikely. W still
have a | arge nunber of big pharma conpani es who
are engaged in profit acquisition and aggressively
pursui ng new cures. You know, in practice beyond
t hat we al so have an enornous nunber of snall
entrepreneurs, small outfit that you know, | think
Is going to drive a major portion of the
I nnovation that we see and where absent sone
concern about exclusionary conduct arising from
the transaction, those incentives should be you
know rel atively stable. So |I think these points
tend on the margin to support the conventi onal
over | ap anal ysi s.

Two short points that | think are
I nportant winkles to bear in mnd here. You
know, one is that you know, critics of these
nmergers sonetinmes point to nonconpetition concerns
t hat perhaps being the true notivation for the
nmerger. So in the transaction that you nentioned,
| think one thing that was pointed to was several
billion dollars in tax benefits fromthe

transaction. You know, | don't know the truth of
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the matter, but let's imagine that's true. Wll,
you know, fromthe antitrust perspective that
woul d be sort of neither here nor there. | think
we would think of it as nutual rather than as

t roubl i ng.

There is a sense in which it mght be
encouragi ng, a clearance to the transaction, to
the extent that the parties are notivated by a tax
angl e as opposed to suppressing those conpetition
-- suppressing conpetition, let's inmagine. That's
good news, right? Because attenpts to displace or
update our priors about the |ikelihood of
anticonpetitive effects. Now, it mght have that
sense of simlar danpening as to our
proconpetitive story, but it's not an obvi ous
poi nt agai nst the transaction. And then finally,
and | think really inportant when we think about
how nergers effect innovation, is this the nitty
gritty bread and butter issue in any nerger that
the DQJ or in this case, the FTC woul d be | ooking
at, which is divestitures. R ght? It's

| nportant, crucial, central, that the divestiture
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destination for a set of assets to take care of

t he overlap, be capable of maintaining the |evel
of conpetition that woul d have occurred had the
transacti on not taken place. And so you want to
make sure that when you send that set of assets
over to the destination, that they're going to be
capabl e of doing a good job and naintaining the

| evel of conpetition, in this case, pursuit of

I nnovation. And this is, you know, a nmjor debate
I n sonme instances. Thinking of another recent
transaction at the Allergen, there was a set of |
think a pair of drugs that was divested from
Allergen to | believe it was Netflix. And so you
know, there was a fight about whether Netflix
woul d have strengths in rel ated areas, but not
directly on -- on these pharnmaceuticals, would be
kind of capable steward on that. And so whether
an al ready approved drug or a drug project, you
know, that's sonething that we have to keep in

m nd and keep our eye on when we're doing this
over | ap anal ysi s.

MR. GREENLEAF: Thanks, Scott. Rena,
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did you have sone thoughts on this question?

M5. CONTI: Sure, sol -- |1 agree wth
Scott conpletely that really in nergers
particularly two large firns, the deno's really in
the details, but | would just say as a general
comment to pick up sone of the comments that |
mentioned earlier and related as well, is that
remenber these are nmultiproduct firnms. Sone of
their assets are in intellectual property, the
drugs that they make or they're going to nake.
But increasingly the other types of assets that
t hey have are | abor and al so manufacturing
capacity are exclusive relationships to raw
materials that can make certain types of products.
And so when we are evaluating nergers, we |argely
focus on the product to product definition of
conpetition, but clearly these other assets, nobst
notably the fixed assets of exclusive
manuf acturing or trade secrets related to certain
types of manufacturing could foreclose conpetition
anong their large rivals, but also have downstream

conseqguences.
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MR. GREENLEAF: So if | understand you
currently Rena, that suggest that it's actually,
It's -- you're thinking there should perhaps be
nore investigations for potential vertical
theories of harmthat a | arge pharnmaceutical firm
pur chasi ng sonme assets, upstream assets or
what ever it was, supplies, inputs or such like
manuf acturing capability, that while there m ght
not be too nuch head to head concern, that there
m ght be sone ability to pursue sone raising
| iable costs or simlar exclusion in strategy if
you were to conbine these assets into a single
| arge firnf

M5. CONTI: That's correct.

MR, GREENLEAF: Okay. Anyone el se?

Ri chard, did you want to weigh in here or should
we - -

MR MANNING | do, Patrick. So -- and
|"msorry to you know, just technol ogy makes it a
little hard to have the fluid back and forth, but
we'll try. And | think all of those things are

ri ght and good, but I, you know, as | -- a couple
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of things strike ne here that | think we need --
that are very inportant that | think we need to
pay attention to. And not to harp too nmuch on the
BVMS Cel gene, but there's a, in ny opinion, there
Is a notivation that is spoken to in those

di ssenting coments that are not traditionally
antitrust. They are -- they're concerned about --
concerns about high prices generally, about things
that don't really have antitrust content. |If that
Is the way antitrust is used in the future to
assess nergers, and if that then leads to
considering things that are not traditionally
antitrust related or you know, terns to
conpetition, and if you then look -- if you're
forced by that nentality to look for harmin a
worl d where the probability that there won't be
any real consunmer harm and very |ow, that may very
wel | have serious problens for the future of
conpl ex i nnovati on such as those that Dr. Zerhoun
was tal king about just before this, about you
know, how do you al |l ow conpani es to get together?

O public/private partnerships, to get together to
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sol ve conpl ex questions of biology and -- and the
mechani sns of di sease that are ever nore difficult
and maybe effective or nore small parts of the
popul ation, but in various serious ways?

So if we allow antitrust to nove toward
I nventive theories of how we're going to worry
about things that are not directly related to
consuner harm today, but only maybe sone day down
the future, we open a door that -- that | think we
may regret opening and -- and may | ead to nuch
nore conpl ex anal ysis, slow ng nergers, slow ng
acqui sitions. Maybe this is the big small issue
that we were going to nove to, but | think that is
a very inportant thing to avoid.

MR, GREENLEAF: Okay. Thanks, Richard.
Anyone el se have any comments related to this --
the chal l enges or issues that antitrust agencies
face when eval uati ng proposed nergers of |arge
firmse merging with each other? GCkay, well, then
why don't we gently nake way into what Richard was
just nmentioning passing the nonment.

So one of the other concerns that's been
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expressed in sonme comentary about how you know,
mar kets are not performing as well as they could
Wi th respect to pharnmaceutical pricing, is that,
you know, a concern that innovation is declined
especially at the | arge pharmaceutical conpany.
So having listened to a lot of the interesting
panels earlier, | think we may have an i dea about
what the answer here is. So let ne just put the
question out initially to Joanna to ask, you know,
what is the case? Is it the case that innovation
has been declining in pharmaceutical s?

MR. SHEPHERD: Yes, so | haven't been
able to join the whole day, but | was listening to
part of the |last panel and | know this was
di scussed, so | will give ny spin on it, which
maybe if we have a few new nenbers here it m ght
be sonet hing they haven't heard before or maybe
"Il just say it in different words. | don't
know. So, so no. The -- the -- the short answer
IS no, there's not been a decline in the
Il nnovation. |In fact, when you | ook at new drug

approval s, 2018 was a record year. |In the |ast
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decade, and the second hi ghest year was 2019, so
in fact, you know, new drug approvals are up.

What has happened is a shift in where this

I nnovation is happening, and | definitely caught
sone of this in the |last panel. Wereas a |ot of
I nnovation used to be internally devel oped i nside
the big pharnma conpanies, what we're seeing is
that nore and nore of it is happening in biotech
and in smaller conpanies, and then later there's
sone sort of you know, a nerger or otherwise it's
sone sort of acquisition of a |arger conpany of
the small er conpany's innovati on.

So you know, the reason, just to kind of
put nunbers on that, which I'mnot sure if that
was done in the |ast panel, so two-thirds of the
new nol ecul es approved by the FDA origi nate these
days in biotech and small firns, not in the big
pharma conpani es. And when we | ook at the gl obal
pi pel i ne drugs under devel opnent, that percentage
Is 70 percent, so that's how many are com ng out
of these snaller conpanies. So, the reason why

this is happening nmakes -- nakes total sense.
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It's really as an econom st woul d say, kind of the
conparati ve advantage of these different
conpani es. And so you know, pharma, big pharma
conpani es, they have lots of noney. They can --
t hey have experience. They know how to adm ni ster
these clinical trials that have becone nore
expensi ve and nore conpl ex over the years.
They're al so kind of masters of marketing and
production and distribution, so it nakes sense for
themto be doing that piece. But then biotech and
smal | er conpani es have ot her advantages, which
makes them better at -- and | won't say in every
sense, but in a lot of situations, better at sone
of the nore innovative tasks. They tend to be
smal | er and have nuch snal |l er bureaucracies, which
allow for nore flexibility and ninbl e deci sion
maki ng. They have a -- usually have nore links to
research institutes, to universities where a | ot
of the breakthroughs origi nate.

One thing that |'ve studied, which |
think is really interesting, is the financing, the

bi otech tends to be funded by venture capitalists
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or you know, private equity. And that neans
they're not playing with their own noney, which
makes them much nore able to, you know, to engage
in the risks that's required to go through the R&D
of the new drug in contrast to a pharma conpany
who is playing with its own revenues and profits.
And so -- well revenue, | suppose. So, it gives
thema lot nore -- a higher risk tolerance, to
snmal | er conpanies. And because of all of these
things, the -- the -- the | ess bureaucratic
cultures, the links to the research institutes,
the greater risk tolerance, they often are able to
attract the best scientists who are really in the
position to devel op these innovative new drugs.
And the shift really happened in you know, kind of
the 80s and 90s. Part of it was the new

technol ogy that allowed -- it brought down the --
the prices of the costs of early stage drug

devel opnent. The conputer assisted drug design
was part of that, and then also there were sone
changes in regulations and tax |laws, which led to

a boomin venture capital, which again is funding
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a lot of the smaller conpanies. |It's really
I nteresting between '91 and 2001, that decade, BP
fundi ng of biotech increased by 140 percent, so we
really did see the boomin that industry, and
because of their conparative advantages it nakes
perfect sense that nore and nore of the innovation
I s happening there. So that's a very |ong way,
Patrick, to say no, there's not a decrease,
there's just a shift in where a |lot of that
I nnovation i s happeni ng.

MR, GREENLEAF. Ckay, thank you, Joanna.
Ri chard, did you want to el aborate here, or should
| turn to Rena?

MR MANNING Oh, let ne say just a bit.
You know, the -- | agree with that, but | do think
it's inportant to understand that there's always
been a tendency for bigger firns to license in new
products and smaller startups. You know, that's
not really entirely a new phenonenon. As Joanna
said, it's picked up but it's also | think
I nportant to recognize that the -- those who are

eval uated the average rate of return on
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I nnovation, that has fallen and so there are you
know, careful analysts who care about this who
suggest that you know, that m ght be putting at
risk the future, given the rates of return on
I nnovati on have fallen.

MR. GREENLEAF: kay, thank you,
Ri chard. Let ne ask the sane question to Rena,
just sort of the general question about whether
I nnovation is declining or transformng in
phar maceuticals. Wat would -- what's your view?

M5. CONTI: Yes, thank you. So | agree
with ny col |l eagues that we don't see evidence of
decline. |f anything, 2020 appears to be a better
year for investnents in bio pharma, so clearly
capital is not scared of the type of investnents
even if they've becone riskier or nore costly over
time.

| think one thing that | aminterested
in, in this space, is where innovation is not
happening. |It's clear that there still remains
m ssing markets for innovation that -- where this

capital is not flowng. And a great exanple of
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this are products that neet clear public health
goal s such as antibiotics, antivirals, but drugs
to treat substance abuse, and yet we don't see a

| ot of innovation or conpetition in that space. |
t hi nk anot her fantastic exanple of that is frankly
the world that we are currently living in right
now, so nuch attention is being put -- placed on
vacci ne for COVID, but the vaccine market has
traditionally been a place where the industry has
underi nvested, and even now wth facing a gl obal
pandem ¢ for which really our economc | aws and
our health are intimately intertw ned, we only
have 19 products, there are 19 vaccines in

devel opnent, only four of themare U S. based
conpani es nmaki ng vaccines in the third engaged in
phase 3 trials. That seens | ow considering that
the demand will clearly outstretch demand supplies
her for these products, and | woul d say anot her
signal of that concern to the m ssing market are
the role that we see public institutions stepping
into here to assist this nmarket in neeting demand,

whi ch include the not for profit investnents by --
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that were featured earlier by Gates and al so by
CEPI and also U S. governnent and ot her governnent
efforts to undergird both innovative products in
this space, but also in manufacturing.

MR. GREENLEAF: (kay, thanks, Rena.
Ckay, so let's nove now to this perhaps nore

I nteresting hypothetical of a large firm nerging

with a small one. | guess an initial concern as a

guy that works at an antitrust agency, is the fear
that sonme of these transactions, the big firm
buying a snmall startup nay happen so early or is
nore inportantly, at such a low price that it's
not even reportable to the antitrust agency so
these things, they turn out to be anticonpetitive,
just end up going through wthout any review at
all. |Is there -- is that a legitimte concern to
have, Rena?

M5. CONTlI: So, there are clearly sone
exanpl es of killer acquisitions in this space
where new -- where innovative products or
conpani es have been purchased in order to

forecl ose conpetition in a space, or pronote
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nmonopol ies, both in the intellectual property part
of this, but also in the manufacturing. There are
sone good exanples, but | would say that

(i naudi bl e) exanple, it's going to be really
Interesting to see whether we see nore evidence of
that in the life sciences in the future.

MR. GREENLEAF: kay, thank you.

Ri chard, did you want to weigh in on the killer
acqui sition point?

MR. MANNI NG Sure, and | kind of
alluded to it earlier, but I -- | think you have
to be very careful because the probability of
success in this sector is, as Dr. Zerhouni was
saying, the idea is to nmanage failure. |If you're
worri ed about you know, the true products that
m ght conpete with you know, 2 percent probability
10 years from now, you're probably better served
spendi ng your tinme and energy sonmewhere else. The
-- the cost of evaluating every possible potenti al
conpetitive outcone of a nerger in that space just
seens astronom cal conpared to the benefit, and so

| would -- | would be very concerned about people
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| i ke you being asked to go and | ook and find every
potential nerger and do away with all the 40
m nutes of the quilt drill that I |ook at on every
single deal. You know, in that world, the
col l aboration that Dr. Zerhouni was tal king about
that are vital are just not going to be able to
happen.

MR, GREENLEAF: Okay. Okay, thanks,
Ri chard. So then, | guess opening up the question
alittle bit nore given that you can pretense a
| ot nore uncertainty here about know ng what nmay
or may not conpete agai nst one another, what may
or may not be conplinentary. Let ne just throwit
open to -- for commentary just to tal k about how
antitrust agency should handl e these types of
col | aborati ons or nergers when there's so nuch
uncertai nty about what m ght, you know, happen in
the future. So for this, let nme first have Scott
wei gh in.

MR, HEMPHI LL: Yes, so | nean | guess ny
starting point is where Richard left off that

Indeed it's true that the path of future
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I nnovation can often be highly uncertain. You
know, we -- we may only attribute our relatively

| ow probability of success to sone innovative
effort. | do though, you know, | want to sound
anot her caution or maybe even nore strongly try to
rehabilitate a little bit the idea that even if
the |ikelihood of innovation is low, that it's
still sonething that nerits antitrust concern.

And this is an issue that has cone up repeatedly,
both in |life sciences and also in tech. You know,
those of us who are in antitrust are waiting to
see whether the FTC chooses to undo the nerger

bet ween Facebook and | nstagram done years ago now.
Qur dwelling on this, on this set of issues, but
you know, initially, an exanple that conmes up in
life sciences, just bear with nme for a mnute to
lay it out here through a live transaction that
happened a couple of years ago. And | -- by way
of disclosure, I work with the State Enforcenent
Agency on this matter, is QuestCorp (phonetic)
which is, sone of the audience will know, the

maker of Acthar CGel, a therapy for infantile
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spasns. O course the treatnent for which can run
100, 000 dol lars or nore, and in Europe there's
been a simlar synthetic version of Acthar GCel
called cleverly (inaudible), and the owner of U. S.
rights to (inaudible) basically nade that
avai | abl e for sale and the wi nner of that |ow and
behol d was Quest Cor p.

Now, | think there's a couple of things
here that are of interest. One is okay, the
anticonpetitive aspect is pretty clear in terns of
mai ntai ning one's ability to charge 100, 000
dollars and an alternative is a | ot cheaper. |
should say this is not a patented product.
Manufacturing difficulties -- you can extract from
the pituitary glands or sonething |like that.

There is potentially a proconpetitive kind of
conplinmentary argunent that QuestCorp was the very
best anong all possible at naking the nost of

(i naudi ble). Again you'd have to | ook at the
facts to work out whether that's true or not. |
think there's reason to think that was doubtful.

Utimately, | believe QuestCorp settled the case.
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But what | really want to focus on here
s what do you nmake of a situation in which the
anticonpetitive effect, nanely the loss of this
probabilistic conpetition froma conpeting therapy
I's highly uncertain? Suppose it's not 90 percent
or 70 percent, but 20 percent or 30 percent. Now,
| think one way to look at this is to say that a
relatively small probability of a very |large harm
Is still pretty large in expected value and |
t hi nk econom sts should generally be confortable
nmoving forward or else they shouldn't be scared of
the nmere need of taking an expected val ue of
calculating a probability. But you know, there is
a strain of legal thinking that says, we can only
find liability when things are pretty certain that
unless it was nore |ikely than not that
conpetition would have broken out, there's just
nothing to be done. Now, | think that gets the
| aw wr ong.

MR. GREENLEAF: Thanks, Scott. So you
and a col | eague have witten about how to think

about instant conpetition, which | guess is a term
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you coul d put on established projects, purchasing
what maybe is or is not you know going to be a
conpetitor, and that as you say, there's
expectation there. It could be a snall
probability event tinmes a very |large benefit.
Part of your analysis on instant conpetition
suggesting that the antitrust agencies ought to be
nore -- consider actually going after nergers
after they've been consummated. So you nenti oned
this briefly when you nentioned FTC and sone of
the digital things, but could you el aborate a
little bit for sort of what the tradeoff there is
and how it maght relate to how patents get
est abl i shed?

MR. HEMPHI LL: Yes, so one inportant
I ssue that we're currently kind of finding out in
various ways thrashing out in antitrust, is what's
the right bal ance of ex ante and ex post
enforcenent? Now | think this is a famliar idea
for people who spend their |ives thinking about
patents because there we have both ex ante and ex

post nodalities of patent evaluations. W have
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t he exam nation process ex ante, which is a
relative -- which though it can be quite thorough,
It is not as thorough as litigation. And then we
have ex post for sonme subset patent that turns out
to be nost val uabl e and al so cont est ed.

Now f or people who do patent, it m ght
be a surprise that in antitrust we only really do
one of those two things. W have quite robust
ante anal ysis where nerging parties under the
Hart - Scott-Rodi no Act are obliged that the
transaction's | arge enough and inportant enough to
go into the agency and nmake their case and hope
for -- argue for clearance, and if they don't get
it, there's litigation and then a | ot of those
transacti ons get abandoned and a few get
litigated.

There is virtually no ex post
enforcenent. | don't want to say there is
absolutely none. There is even a very occasi onal
Titus case speaking ex post enforcenent. So part
of the work that | -- that |'ve been doing with ny

col l eague, Tim Wo, is to you know, rehabilitate
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-- let me stop, it's not just us, but strengthen
our thinking about ex post enforcenent as -- as
sonet hing worth pursuing, that the optinmal anount
of enforcenent in antitrust or ex post surely is
greater than zero.

MR. GREENLEAF:. O a large part
notivated by the fact that it's hard to figure out
what's going to happen in these really uncertain
situations and so nuch |ike patents, not
necessarily know ng you know - -

MR. HEMPHI LL: Yes, | nean the details
of how uncertainty gets resolved | think are --
are different. You can drive a truck through the
di stinctions that can be rai sed between patent and
antitrust. | do think in antitrust, there are
t hi ngs that we | earn subsequent to the transaction
that are legitimate to consi der because they do
not indulge in hindsight bias. Right? It's not
-- oh, these markets were separate and then they
becane closer. It's nore -- we weren't sure
whet her a firm has the sanme nonopoly power over

time, right? So nmuch as we only litigate the
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val uabl e patent. W mght let -- if Facebook
isn't one anong a whol e bunch of social nedia
conpanies, we mght well decide in the early 2010s
to take a pass on an acquisition that seens to be
on the bubbl e and then upon subsequently realizing
that actually they did have strong barriers to
entering in nonopoly power at the tine that we now
see that transaction froma few years ago in a

di fferent and nore negative |ight.

MR, GREENLEAF: Okay. Thanks, Scott. |
understand we only have a few mnutes left in our
mar at hon day here today. Let nme first ask Joanna
If she wanted to weigh in at all on this you know,
how to deal with these uncertain nergers or with
what Scott said, and then after Joanna, have Rena
al so add her thoughts. D d you have a quick
coment, Joanna?

M5. SHEPHERD:. Sure, | ne, |'msure
anybody would say this, but you know, | think it's
I nteresting Scott's work in this area and his
tal king about this. And you know, | -- | just --

| guess | don't knowif it's a question or a
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statenment -- maybe it's a question, but you know
when | think about the right place to resolve sone
of these issues, whether it's in the patent world
or the antitrust world, | nean, | think of
transaction costs, right? And so it seens like in
the patent world, the transaction cost of ex ante
figuring out every potential infringer or party on
whom you woul d be infringing are just extrenely
high. So it nmakes nore sense to do it ex post,

but I -- you know, it seens to ne like in the
antitrust world, you don't have that sane issue,
obviously. And then you m ght have a reverse
where resol ving these potential antitrust issues
ex post could have the consequence of you know, a
| ot of things change when two conpani es nerge, and
it -- it may be too difficult to undo sone of

t hose changes. And so | just wonder, |ike how you
t hi nk about the transaction costs. And |
understand that there could be situations where
maybe it's been changing in antitrust, about how
you t hi nk about that.

MR, GREENLEAF. (kay, so in part,
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they're taking this ex post approach m ght be
inflicting sonme costs on either causing firns not
to do as nmuch of the decoration for fear that they
m ght get reviewed you know, told to split apart
after the fact? Ckay, right.

MR. HEMPHI LL: Yes, so there'd certainly
be the sort of funny incentive effect that Patrick
just nentioned. W just -- just thinking nore
si npl em ndedly about just a mnute, two ot her
points. One is of course ex post you know, break
up of nergers could be enornously expensive and
| ots of renedies to be on the table. And so that
woul dn't of course be the only one. To the extent
that the parties make the vestiture nore difficult
t hrough their own conduct, |'d hate to think that
we would then credit that as a reason not to be
bol d since the cost of things that they generate
I n the hope of avoid enforcenent.

The second point, you know, just to
bring sone of the antitrust back toward patent, is
you could take -- this is a very shall ow cheap

effort to bring patent and antitrust together and

Ander son Court Reporting -- 703-519-7180 -- www. ander sonreporting. net



Li fe Sci ence Wbi nar day 2 Page:

233

1

2

10

11

12

13

14

15

16

17

18

19

20

21

22

conpare them and then say, well, sounds |ike what
that really neans is that we need sonething nore
| i ke Hart-Scott-Rodino for patent, that our ex
ante review of patent isn't sufficiently thorough
goi ng enough and that you know even if we think
that a big conposition of another patent
evaluation is nore than the average of 20 hours,
you know, that we -- that we hear across all --
you know all our areas, it mght well be the case
that for patents that we can -- patent
applications, that we can anticipate in advance
are super valuable. That we ought to throw

enor nous resources at naki ng absol utely sure of
the validity of such patents rather than letting
themsit on the books, the orange book, show up on
docket and get litigated for years only to find
out 4 or 5 years down the road that this -- that
the patent wasn't actually valid.

MR. GREENLEAF: (Ckay, thanks, Scott.

Unfortunately, | think we -- |'ve been told tine's
up, but not until | can | et Rena and perhaps
Ri chard have a final word. | prom se one to Rena,
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so Rena | want you to speak here.

M5. CONTI: | -- 1 -- 1"l go quickly,
which is | think -- I think Scott's idea is really
Interesting and | guess the way |I like to think of

this is if we are only evaluating nergers in the
antitrust space on the basis of price, then what
do we do when we're faced with price increases
over time, mght be an issue. | think the big
question for nme is not that we have evi dence of
pricing behavior that m ght be anticonpetitive
post nerger. It's all the other things that we
worry about such as quality, such as access, such
as foreclosing conpetition in the future, and that
again, brings us back to the prenerger review
where we m ght want to think about doing a nore --
doing a little bit nore evaluation of price plus

t hese ot her things.

MR, GREENLEAF: O the kind of nore
conduct or vertical issues that mght arise from
conbining firns. You think that's an i ssue even
when it's a large firmpurchasing a snall guy that

m ght really just have sone poor focused biotech?
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M5. CONTI: | do. Because again, there
are these -- because again, it -- when you -- one
Is acquiring a firm one is not only acquiring the
I ntell ectual property that its firmowns. They're
al so acquiring know edge, trade secret, other
types of things that really do nmatter, and they
m ght have inplications for both price, quality,
access, and other types of conposition in the
future.

MR, GREENLEAF: All right, thank you,
Rena. | think we will call it an afternoon. So
|'"d like to thank ny panel, the final word here,
at least in terns of panels. An interesting
di scussi on sort of about how i nnovation and
col l aboration run into each other and how pat ent

| aw and antitrust also sort of face siml ar

I ssues. |'ll say thank you to all of you and I
guess pitch this back, | assune to Jennifer.
M5. DI XTON: Thank you, Patrick. 1've

| earned so nuch fromDr. Zerhouni and all of our
panelists today. It was great that they could al

join us today and I want to introduce Rene
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Augustine, who is the Deputy Assistant Attorney
General in the Antitrust Division, whose work
focuses on our international work and al so our
policy work. And she going to end our program
today with a few closing remarks and | just al so
wanted to thank our PTO col | eagues before Rene
starts, for posting this Wbex and providing all
this technical support that went along with it.
W really appreciate it. So thank you, Rene for
endi ng our program today.

M5. AUGUSTI NE: Thank you. Let ne begin
by thanking Director lancu and his extraordi nary
team at USPTO for partnering with us at DQJ to
make this programa success. | also want to thank
our esteened panelists, speakers, and noderators
for sharing their insight and particularly forner
NlH Director, Dr. Zerhouni for his conpelling
keynot e address today.

| think we can all agree that this
program has hel ped us better understand the
chal | enges we face in the real mof intell ectual

property protection and antitrust in the life
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sciences sector. W' ve been fortunate to hear
fromleading figures fromindustry, governnent,
research | abs, nonprofit, academ a, and the
broader | egal and econom c comunity. During this
wor kshop, we focused on how intell ectual property
protection drives value in the life sciences
sector. As Dr. lancu told us yesterday, the
patent systemis critical to incentivizing

devel opnent of |ife sciences based products such
as pharmaceuti cal s.

At the sane tine, conpetition as
protected by antitrust enforcenent, is essential
to ensuring an environnent that pronotes
I nnovation. As Assistant Attorney General
Del rahi msaid earlier today, the antitrust | aws
are the magna carta of free enterprise, which
drives conpanies to conpete. |In the biotech and
life sciences industries, this sort of conpetition
literally can save |lives by encouragi ng the
devel opnent of newer, safer, and nore effective
treatnent. The inportance of innovation in the

|ife sciences sector can't be overstated. The
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COVI D- 19 pandem ¢ has brought this issue front and
center for all of us and as our panelists have

not ed, pharnmaceutical innovations have led to
dramati c i nprovenent in both the quality and

| ength of human life.

Great and transfornmative di scoveries of
course, do not happen in environnents that stifle
I nnovation. The panelists have warned us that we
must take care to ensure that innovation can
flourish by ensuring proper incentives for taking
on the risk of investnent in R&D, noney, tine and
energy in the life sciences. These undertakings
are expensive and have no guaranteed result. Qur
panelists rem nded us that there is no innovation
Wi thout risk and investors will not take on those
ri sks without the prospect of reward. So if we
are to continue to enjoy the fruit of innovation
tonorrow, we nust provide an environnent that
encour ages i nvestnent and innovation now.

As Warren Buffet once remarked, "Soneone
Is sitting in the shade today because soneone

planted a tree a long tine ago". Qur workshop has
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all owed us to exam ne col | aborati on anong private
firms, the public sector, nonprofits, and research
uni versities. These collaborations can be
I nstrunental in the devel opnent of new
t herapeuti cs and vaccines. Qur experts discussed
the antitrust inplications of collaborations and
| icensing strategies, as well as sone of the
chal | enges acconpanyi ng t hem

We heard from our panelists on what
makes the coll aboration successful as
proconpetitive, as well as antitrust concerns that
can arise in collaboration and ways to address
them Col | aborations of course can have
proconpetitive purpose and pronote innovation,
such as those described in The Division's recent
expedi ted business review letters relating to the
COVID-19 response. Wth inportant safeguards in
pl ace, such col |l aborations can bring |lifesaving
hel p to people nore quickly and effectively while
preserving conpetition. O her collaborations harm
conpetition, inpede innovation, and violate the

antitrust laws, the nost obvious exanpl e being
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those that are created with high price fixing. In
t hese cases, antitrust enforcenent is essential.

Qur panelists engaged in a vibrant
di scussi on on regul ation and antitrust enforcenent
and how they and uncertainty fromthem can i npact
conpetition and incentives for innovation. They
al so di scussed the extent to which regul ati on and
antitrust enforcenent are necessary to ensure
climate of conpetition anong safe and effective
pr oduct .

The goal of course, is to identify the
proper balance in antitrust enforcenent so as to
maxi m ze the incentive to innovate while avoidi ng
I nadvertently di scouragi ng proconpetitive
behavior. The challenge in the |ife sciences
sector is to keep up the rapid pace with
I nnovati on necessary to confront the problens we
face, whether COVI D19 today or a virus of
tonorrow. As the Queen of Hearts told Alice in
Wonder |l and, "W nust run as fast as we can just to
stay in place, and if you wish to go anywhere, you

must run twice as fast as that".
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| ndeed, the stakes are high for making
sure the proper incentives exist in |IP protection
and antitrust enforcenent. Innovations in life
sci ences have the ability to save lives and to
al l eviate human suffering. Thanks to the
contributions of our participants in this
wor kshop, we are better position to get it right.

On behal f of the Departnent of Justice,
t hank you for joining us.

(Wher eupon, the PROCEEDI NGS wer e

adj our ned.)

* * * * *

Ander son Court Reporting -- 703-519-7180 -- www. ander sonreporting. net



Li fe Sci ence Wbi nar day 2 Page:

242

1

2

10

11

12

13

14

15

16

17

18

19

20

21

22

CERTI FI CATE OF NOTARY PUBLI C

|, Carleton J. Anderson, |Il do hereby
certify that the forgoing electronic file when
originally transmtted was reduced to text at ny
direction; that said transcript is a true record
of the proceedings therein referenced; that | am
nei t her counsel for, related to, nor enployed by
any of the parties to the action in which these
proceedi ngs were taken; and, furthernore, that |
amneither a relative or enpl oyee of any attorney
or counsel enployed by the parties hereto, nor
financially or otherwise interested in the outcone

of this action.

Carleton J. Anderson, |||

(Signature and Seal on File)

Notary Public in and for the Conmmonweal t h of

Virginia

Comm ssi on No. 351998
Expi res: Novenber 30, 2020
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